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t h e  I n f o r m e d  C o n s u m e r ,”  w h ic h  s t a r t s  
o n  p a g e  173, a t t e m p t s  t o  s im p l i f y  t h e  
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s p e c if ic  l e g i s l a t i o n  e n a c te d  b y  c o u n 
t r i e s  in  o r d e r  to  a c h ie v e  t h e i r  u l t im a t e  
g o a l s :  T h e  e s t a b l i s h m e n t  o f  a  “ h a r 

m o n i z a t i o n ” o f  i n t e r n a t i o n a l  fo o d  l a w s  
a n d  t h e  a s s u r a n c e  o f  a n  e a s y  e x c h a n g e  
o f  f o o d  s u p p l i e s  t h r o u g h o u t  t h e  w o r ld .  
T h e  a r t i c l e  b e g in s  o n  p a g e  184.

Authoritative Effect of FDA Regulations.— I n  th e  a r t i c l e  b e g i n n i n g  o n
p a g e  195, William F. Cody, a  N e w  Y o r k  
a t t o r n e y  f o r  C o r n  P r o d u c t s  C o ., d i s 
c u s s e s  t h e  u s e  o f  t h e  t e r m s  “ l e g i s la 
t i v e ” a n d  “ i n t e r p r e t i v e ” t o  c la s s i f y  
r e g u l a t i o n s  w i th  r e s p e c t  to  a u th o r i ta 
t iv e  e f f e c t  a n d  t h e  e x t e n t  to  w h ic h  t h e y  
a r e  s u b je c t  to  j u d i c i a l  r e v ie w .  M r .  
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n o u n c e m e n ts  w h ic h  s u g g e s t  t h e  “ fo r c e  
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Intensified Inspections—A Rule of Reasonableness.— I n  t h e  l ig h t  o f  p a s t  
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Product Liability—1968
By WILLIAM J. CONDON

The Following Article and the Two Succeeding Articles 
Were Presented at the Twenty-Fourth Annual Meeting 
of the Section on Food, Drug and Cosmetic Law of the 
New York State Bar Association, at the New York Hilton 
Hotel on January 28, 1969. Mr. Condon Is an Attorney 
with Condon and McMurray, New York City, New York.

PIE R C IN G  T H E  F R O N T IE R S  of strict liability continues to be 
the  p rim ary  em phasis in the product liability  area. T he  m ajo rity  
of sta tes have adopted  the  d o c tr in e ; som e rem ain uncom m itted . 

W isconsin  took the  p lunge ju s t about a year ago in a case w hich 
is in te restin g  for a num ber of reasons. T he  first of these lies in the  
fact situation . V ery  early  on N ew  Y ear’s m orn ing  1964, D onald Dippel 
was a patron in T on y  Sciano’s tavern . A t the request and with the 
consent of T o n y ’s agen t, D onald and tw o friends undertook to  move 
a large coin-operated pool table to a position where it could be used. 
As th is  w as being accom plished, the  fron t leg assem bly of the  tab le 
collapsed and separated  D onald from  tw o toes. D onald asked the 
W isconsin  C ourt to  pu t its b lessing on his action for breach of 
im plied w arran ty  ag a in st the d is trib u to r of the m achine. T his the 
C ourt refused to  do on the  ground th a t such an action will n o t lie 
in the  absence of p riv ity  of con tract.

H ow ever, the  C ourt w ent on to  say th a t it was tim e for W is
consin to  adopt the doctrine of s tr ic t liability  in to rt. A read ing  of 
the opinion suggests th a t th is  concept m ay be som ew hat different 
in W isconsin  th an  it is generally  understood elsew here. W h e th e r the 
difference will be significant in p rov ing a p lain tiff’s case rem ains to 
be seen. I t  is a lm ost certa in  to have a bearing  on dam ages. W isconsin  
has a  com parative negligence s ta tu te  w hich, in essence, provides th a t 
p lain tiff’s recovery  will no t be barred  by  con tribu to ry  neg ligence 
unless th e  negligence of th e  plain tiff is a t least equal to  th a t of th e
PAGE 164 FOOD DRUG COSMETIC LAW JOURNAL----APRIL, 1969



defendant, b u t his recovery will be dim inished in proportion  to  the 
am ount of negligence a ttrib u tab le  to  him. In  an obvious effort to 
gu aran tee  th a t th is  s ta tu te  w ould be applicable to  s tr ic t liability  
cases, the  C ourt declared th a t in W isconsin , s tr ic t liability  is neg li
gence per se. (Dipp&l v. Sciano, CCH P r o d u c t s  L i a b i l i t y  R e p o r t s  
H5897.)

Intended Use of Product
One of the im p ortan t issues in a s tric t liability  case is w hether 

the  harm  of w hich plain tiff com plains w as incurred  du ring  an in
tended use of the  product. T he reason is th a t the  product claim ed 
to  be defective is no t unreasonab ly  dangerous if the  alleged defect 
w ould no t cause in ju ry  du ring  the course of a use for w hich the 
product w as in tended. L ike m any ano th er legal proposition, the 
application of the principle is no t as sim ple as its sta tem en t. T he  
first question w hich im m ediately com es to  m ind is “W h a t is m eant 
by in tended  use?”

An exam ple of th is type of problem  can be found in the case 
of Olsen v. Royal Metals Corporation, C C H  P r o d u c t s  L i a b i l i t y  R e p o r t s  
If 5896. P la in tiff was a nurse w hose A chilles’ tendon w as severed 
w hen it w as struck  by  the sharp  crossbar of a hospital bed w hich 
was being used to  m ove a pa tien t from  one room  to ano ther in a 
hospital. P la in tiff w as assis ting  tw o doctors a t the tim e and w as 
positioned in fron t of the bed. P la in tiff’s com plain t alleging a defec
tive design of the bed had been dism issed by the  D istric t C ourt 
for w an t of p riv ity  of con tract. Inasm uch  as T exas had abolished 
p riv ity  in all p roducts cases in the period in terven ing  betw een tria l 
and appeal, the C ourt of A ppeals for the F ifth  C ircuit reversed. In  
so doing, how ever, the  C ourt considered it p rud en t to  m ake several 
com m ents concern ing the  concept of defective design. I t  first pointed 
ou t th a t, since m any products have bo th  u tility  and danger, the 
in itial question is w hether the bed u tiliz ing  th is  type of crossbar is 
so dangerous th a t a reasonable m an w ould not sell it if he knew  of 
the  risks involved. W h e th e r the seller has know ledge of the risks 
involved is inex tricab ly  related  to the  question  of in tended use. A 
m anufac tu rer has a r ig h t to  expect th a t his p roduct will be used in 
the  norm al and custom ary  fashion. H ere, the bed in question was 
sold as p a rt of a hospital su ite and there  w as substan tia l evidence 
th a t it w as no t in tended for use in conveying pa tien ts  from  room  to 
room  in hospitals. I t  was m uch less expensive than  the  s tre tch er 
type bed, designed for th a t purpose, and th e  difference in design 
w ould have avoided the in ju ry . H ow ever, there w as also evidence
p r o d u c t  l i a b i l i t y — 1968 PAGE 165



th a t beds of the  type involved in th is case w ere used for the purpose 
of m oving pa tien ts  about, no t only in th is hospital bu t in o thers, and 
th a t th is fact w as well know n to the  defendant. O n all the facts, the 
C ourt concluded th a t w hether or no t the in ju ry  occurred du ring  an 
intended use was one which should properly be left for the jury.

Duty to Warn
A second area w hich poses in te restin g  problem s and produces, 

a t tim es, s ta rtlin g  resu lts  involves the so-called du ty  to w arn. Cases 
in th is area deal w ith  products w hich are properly  m anufactured , 
function as in tended and are no t in any  sense defective. H ow ever, 
because of th e ir  nature , they  contain inheren t dangers g iv ing  rise 
to  a d u ty  to  w arn  thereof. A gain, the application of the  du ty  to  w arn  
is som etim es very  difficult. F o r exam ple, in the case of Rum sey v. 
Freeway Manor M inimax, the  product involved was an insecticide con
ta in in g  thallium . T he action w as b rou gh t to recover for the death 
of a th ree-year-o ld child w ho ingested some of th is product. T he 
product w as labeled w ith  a skull and crossbones and w ith  the  w ord 
“poison” w ritten  thereon  in th ree  places and otherw ise com plied w ith  
the requirements of the Federal Insecticide, Fungicide and Rodenticide 
Act. In  accordance w ith  the regula tions prom ulgated  un der th a t 
s ta tu te , defendant had indicated th a t the an tido te  for th is  p roduct 
w as w arm  sa lt w ater. T his is accurate in a loose use of the  w ord 
“an tid o te” b u t no t accurate in a technical scientific sense, because 
there  actually  is no specific antido te  for thallium  poisoning.

In  these circum stances, there was a com m on law  du ty  to w arn  
of the full ex ten t of the danger and the failure to  s ta te  th a t there 
was no an tido te  for th is  particu lar poison constitu ted  a breach of 
th a t duty. T he C ourt w en t on to say th a t the labeling  standards 
under the  federal act w ere m erely m inim um  standards and com 
pliance therew ith  only evidence on the  issue of negligence.

A n other s ta rtlin g  application of the du ty  to w arn is to  be found 
in the case of Davis v. W yeth Laboratories, Inc. P lain tiff was a 39- 
year-old m an w ho developed paraly tic  polio allegedly as the  resu lt 
of tak in g  T ype I I I  Sabin oral polio vaccine at a mass immunization clinic 
conducted by a local m edical society. All the m aterial inform ation in 
the possession of defendant m anufactu rer w as transm itted  to  the 
m edical society, including an indication th a t the risk of con trac tin g  
polio th ro ug h  the  ingestion  of the vaccine for a person of p lain tiff’s 
age and circum stances was no t significantly  less than his risk  of 
con trac tin g  the  disease w ith ou t the  vaccine. T he facts are m any and
p a g e  166 FOOD DRUG COSMETIC LAW JOURNAL----APRIL, 1969



com plex, and need no t be repeated  here. W h a t is im p ortan t is th a t 
the U nited  S ta tes C ourt of A ppeals for the  N in th  C ircuit held th a t 
the m anufactu rer of the vaccine w as under a du ty  to  w arn  the con
sum er him self of the risks involved and th a t its failure to  give such 
a w arn ing  rendered the  vaccine unreasonab ly  dangerous and s tric t 
liability  attached . A n entire  d isserta tion  could be w ritten  on bo th  
the legal and public policy im plications of th is  decision. T he th ird  
case in this series involves a combination of the two concepts of du ty  
to  w arn and in tended use. In  Chandler v. H unt Food and Industries, 
Inc., p lain tiff purchased a bo ttle  of cooking oil m anufactured  by de
fendant. She used a portion  of it in a skillet to  prepare french fried 
potatoes. W hen she was finished, she poured the used oil back into 
the bo ttle  and replaced the cap. As she was carry ing  the  bo ttle  back 
to  a sto rage cabinet it b u rs t and she suffered ra th e r severe burns 
from  the  ho t oil. T he th ru s t of p lain tiff’s com plain t was th a t defen
dan t violated a du ty  to  give in struc tions for reuse of the oil and to  
w arn th a t harm  m ight follow from  a failure to  observe those in s tru c
tions. The Court held that there is no duty to warn of a mere possibility 
of in ju ry  resu lting  from p lain tiff’s use of the  product unless it can 
be show n th a t a substan tia l risk of explosion is p resen t as well as 
th a t the  particu lar use is expectable. Since p lain tiff’s com plain t 
failed to  allege th a t a substan tia l risk of explosion is p resen t in 
defendant’s product and th a t p lain tiff’s conduct w as w ith in the concept 
of the in tended use, it did not s ta te  a cause of action.

I t  has becom e increasingly  clear th a t, under w hatever nam e it 
m ay be called, assum ption of risk  is a defense to  a stric t liability  
action. W e have a ra th e r unusual application in the case of Bronson 
v. Club Comanche, Inc. P lain tiff suffered a ra th e r severe case of 
“ciguatera fish poisoning’’ as a result of eating native fish in defendant’s 
re stau ran t in the V irg in  Islands. T he  C ourt held th a t since plain tiff 
had lived in the area for a num ber of years and was aw are th a t 
occasionally persons in th a t area do encoun ter th is  illness from  
eating fresh fish, she assum ed the risk  w hen she ate the meal in question 
and defendant w as no t liable.

Manifestation of Damages
Som etim es the  m ost in te restin g  and unexpected aspect of p roduct 

liability  cases is to  be found in the  particu la r m anifesta tion  of dam 
age to  the  plaintiff. I w ould like to  call your a tten tion  to  tw o such 
cases. In  the first of these, plaintiff ate a portion of bearin g  grease 
in a sandw ich. P la in tiff had the  m istaken im pression th a t the  grease
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was ra t excreta  w hich caused her, for several m onths th ereafter, to  
“see” ra ts  and mice runn in g  around dishes and food and on the  bed
clothes. She was even able to  describe how she tried  to  shake them  
off th e  bed on aw akening  and could hear them  h it the floor. (Finoc- 
chiaro v. W ard Baking Company.)

If any th ing , the em otional reaction in the second case w as even 
worse. E velyn H olden purchased a w hite  swim su it from  defendant 
and she w ore it for the  first and only tim e on “fam ily n ig h t” at her 
local pool. H er claim  was th a t once the ba th in g  su it becam e w et it 
w as as tran sp a ren t as cellophane, th us causing her un to ld  hum ilia
tion, anguish and em barrassm ent. This, in itself, certa in ly  should 
have been dam age enough. B ut her dam age continues, for she tells 
us th a t every tim e she goes to  a p arty  or to  a picnic, som ebody says 
“ L e t’s tu rn  the  hose on E velyn .” Surely one can’t b u t sym pathize 
w ith  these tw o m ost un fo rtuna te  ladies. (Holden v. Kayscr Roth  
Corp., CCH P r o d u c t s  L i a b i l i t y  R e p o r t s , 5986.)

T here  is no end to  the  type of dam age th a t one m ight recover for 
defective products. L et me show  you an exam ple. Dr. G eorge 
T hom as is a b ig  gam e hunter. H e has successfully hun ted  and sho t 
grizzly  bear, rhinoceros, leopard, moose, wild goat and o ther b ig  
gam e. In  1964 he purchased a M odel 70 Supergrade Rifle m anufac
tu red  by defendant and nationally  advertised  in publications, radio 
and  television as a b ig  gam e rifle. George w ent to India, hired a 
safari and set off in search of a Bengal tiger. On the fourth  day of 
the safari he found his prey, the  safety m echanism  on the gun failed 
to  w ork, the gun  d idn’t go off and George lost his tiger. In  his action 
against the m anufactu rer, the C ourt held th a t he had sta ted  a good 
cause of action for express w arran ty  and he has a righ t to a ttem p t to 
prove the dam age w hich he has suffered as a resu lt thereof. ( Thomas 
v. Olin Mathieson Chemical Corporation, CCH P r o d u c t s  L i a b i l i t y  R e 
p o r t s  5876.)

Conclusion
By w ay of a peroration  I should like to  quote to  you th ree  dis

para te  bu t som ehow  connected sta tem en ts. T he first is by Justice  
R oberts of the Suprem e C ourt of P ennsylvania, w ritin g  the  opinion 
in a  case involving a factory  em ployee w ho pu t his hand in to  a 
g lass-b reak ing  m achine w hile it w as in operation. (Bartkcwich v. 
Billinger, CCH P r o d u c t s  L i a b i l i t y  R e p o r t s  JJ 6075.) Justice  R oberts 
said “W e hard ly  believe it is any m ore necessary to tell an experi
enced factory  w orker th a t he should not pu t his hand in to a m achine
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th a t is a t th a t m om ent b reak ing  glass th an  it w ould be necessary  to  
tell a zookeeper to  keep his head ou t of a h ippopo tam us’ m ou th .”

T he second is the language of Jud ge  O sborn of the C ourt of 
A ppeals of K en tucky  d issen ting  in the  case of Post v. American Clean
ing Equipment Corporation, CCH P r o d u c t s  L i a b i l i t y  R e p o r t s  j[ 6063. 
T he m ajo rity  had found liability  on the p a rt of an industria l vacuum  
cleaner m anufac tu rer to  an experienced factory  em ployee w ho w as 
in ju red  w hen the m achine d isin tegra ted  upon being connected to  a 
220 vo lt line. T he m achine had a p late  ind icating  th a t it should be 
operated  on 115 volts and the  lines in the  factory  w ere clearly  m arked 
w ith  th e ir  voltage. T he m ajo rity  felt th a t the m anufacturer had an 
ob ligation to  w arn  of the dire consequences of using  220 volts. In  
his dissent Judge O sborn  sa id :

T h i s  c a s e  r e p r e s e n t s  a n o t h e r  s te p  d o w n  t h e  p a t h  o f  s o c ia l i z i n g  lo s s e s  t h a t  
w a s  s t 3 '- te d  in  Dealers Transport Company v. Battery Distributing Co., K y . ,  
4 0 2  S .W .  2 d  441. M y  o p in io n  o f  t h i s  s a s h a y  is  f u l ly  s e t  o u t  in  a  d i s s e n t  in  
Kroger Co. v. Bowman, [C C H  P roducts L iability R eports f  5 6 9 5 ] K y . ,  441 S .W .  
2 d  339. T h e  p s e u d o - le g a l  j a r g o n  in  w h ic h  th e  o p in io n  is  c o u c h e d  is  s o  v a p o r o u s  
t h a t  to  a t t e m p t  to  a t t a c k  i t  w i th  l e g a l  p r i n c ip le s  w o u ld  b e  l ik e  f i g h t i n g  t h e  
o c e a n  w i th  a  s ie v e .

T h e  o p in io n  c o n t a i n s  o n e  b l a t a n t  u n t r u t h  w h ic h  r e q u i r e s  s o m e  c o m m e n t .  
I t  s t a t e s ,  “ I f  t h e  d o u r  c o n s e q u e n c e s  o f  u s i n g  220  D .C .  h a d  b e e n  f o r c e f u l ly  a n d  
a d e q u a te ly  p o s te d — th e  a p p e l l e e  w o u ld  p r e v a i l  a s  a  m a t t e r  o f  l a w .”  I t  is  m y  
o p in io n  i t  w o u ld  h a v e  m a d e  n o  d i f f e r e n c e  if  t h e  l e t t e r i n g  h a d  b e e n  t e n  f e e t  t a l l  
a n d  in  f l a s h in g  s t r o b e  l ig h t s .  T h e  r e s u l t  w o u ld  h a v e  b e e n  t h e  s a m e .  T h i s  
o p in io n  is  t h e  r e s u l t  o f  t h e  d o c t r in e  o f  a b s o l u te  l ia b i l i t y  w i th o u t  r e g a r d  to  
n e g l ig e n c e  w h ic h  h a s  b e e n  i m p o s e d  u p o n  m a n u f a c t u r e r s  o f  c o m m e r c ia l  a r t i c l e s .  
I t s  p r o p o n e n t s  s e e k  to  co n c ea l th e  f a c t  w i th  th e  u se  o f  le g a l  ja r g o n  in  a  p re te n s e  
t o w a r d  a p p l y in g  l e g a l  p r in c ip le s .  I  b e l ie v e  w e  s h o u ld  c le a r  t h e  a i r  a n d  c a l l  t h e  
m o v e m e n t  w h a t  i t  is— s o c ia l  e n g i n e e r i n g  to  s o c ia l iz e  lo s s e s .

Finally , let me repeat a quote w hich has already been seen in 
the  W all S tree t Jou rn a l of D ecem ber 30, 1968 from  an address by 
F rederick  A. F ielder, presiden t of CF& I Steel Corp. M r. F ie lder says:

I  c a n  e n v i s io n  a  s u b p o e n a  b e in g  s e r v e d  o n  M o th e r  N a t u r e  s o m e  t im e  in  
t h e  n o t  to o  d i s t a n t  f u t u r e  a s k in g  h e r  to  d e f e n d  h e r s e l f  a g a i n s t  a  p r o d u c t s  
l i a b i l i t y  c la im  t h a t  m ig h t  a r i s e  f r o m  i m p r o p e r  r a w  m a t e r i a l s  o n  t h i s  e a r t h  b e in g  
u s e d  in  a  p r o d u c t  t h a t  e v e n tu a l ly  f a i l e d  o r  w o r k e d  im p r o p e r ly .

H o p e f u l l y ,  t h a t  c a s e  w o u ld  r e a c h  t h e  h i g h e s t  c o u r t  o f  a l l  a n d  b e  a d ju d ic a te d  
in  t h e  m a n n e r  i t  d e s e r v e s .  I f  n o t ,  w e  m ig h t  j u s t  a s  w e l l  fo ld  u p  o u r  b u s in e sse s , 
j o in  th e  p ro d u c ts  l ia b il i ty  p l a in t i f f s  o n  t h e  o t h e r  s id e  o f  t h e  b a r  a n d  p r a y  t h a t  
t h e r e ’s e n o u g h  c a s h  r e m a i n in g  t o  b e  d iv id e d  a m o n g s t  o u r s e lv e s  s o  w e  c a n  r i g h t 
fu l ly  e n jo y  o u r  re m a in in g  n o n -p ro d u c t iv e  y e a r s  in  th e  m a n n e r  w e  s o  r ic h ly  d e se rv e .

F u rth e r  affiant sa ith  not.

PRODUCT LIABILITY CASES FOR 1968
T he list of cases fo r 1968, grouped according to  classification, 

is as fo llo w s:
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FOREIGN SUBSTANCE AND CONTAMINATED FOOD CASES
W entzel v. Berliner, CCH P r o d u c t s  L i a b i l i t y  R e p o r t s  D 5883 

(D . C. App., F la.)
McCauley v. Manda Bros. Provision Co., Inc., CCH P r o d u c t s  L i a 

b i l i t y  R e p o r t s  U 5893 (La. Ct. A pp.). Affirmed 1)6014 (L a.)
Cassano v. Pilgreen’s, Inc., CCH P r o d u c t s  L i a b i l i t y  R e p o r t s  U 5921 

(Ga. Ct. App.)
John Morrell & Co. v. Schultz, CCH P r o d u c t s  L i a b i l i t y  R e p o r t s

1)5948 (M iss.)
Faljurrias Creamery Co. v. Sanders, CCH P r o d u c t s  L i a b i l i t y  R e 

p o r t s  U 5959 (Tex. Ct. Civ. App.)
Finocchiaro v. W ard Baking Company, CCH P r o d u c t s  L i a b i l i t y  

R e p o r t s  If 5993 ( R .  I.)
Bronson v. Club Comanche, Inc., CCH P r o d u c t s  L i a b i l i t y  R e p o r t s  

1f 6064 (Dist. Ct. of the Virgin Islands)

FOREIGN SUBSTANCE BEVERAGE CASES
Perez v. Glens Falls Coca-Cola Bottling Co., CCH P r o d u c t s  L i a 

b i l i t y  R e p o r t s  1f6023 (N . Y. App. Div.)
Neubauer v. Coca-Cola Bottling Company of Chicago. CCH P r o d u c t s  

L i a b i l i t y  R e p o r t s  1) 6035 (111. App.)
Harrison v. Canada Dry Corporation, CCH P r o d u c t s  L i a b i l i t y  R e

p o r t s  1) 6050 (D. C. Ct. App.)
Jackson v. Cushing Coca-Cola Bottling Company, CC H  P r o d u c t s  

L i a b i l i t y  R e p o r t s  1) 6051 (O kla.)

BURSTING BEVERAGE BOHLE CASES
The Kroger Company v. Goodhue, CCH P r o d u c t s  L i a b i l i t y  R e 

p o r t s  1) 5906 (Ala.)
W iley v. J. Weingarten, Inc., CCH P r o d u c t s  L i a b i l i t y  R e p o r t s

1)5954 (La. Ct. App.)
Read v. Safeway Stores, Inc., CCH P r o d u c t s  L i a b i l i t y  R e p o r t s

1)6044 (Cal. Ct. App.)
Beck v. Royal Crown Bottling Company, CCH P r o d u c t s  L i a b i l i t y  

R e p o r t s  1) 6074 (Tex. Ct. Civ. App.)
Levin v. W alter K idde & Company, Inc., CC H  P r o d u c t s  L i a b i l i t y  

R e p o r t s  1)6090 (Ct. App. Md.)

DRUG CASES
Lewis v. Geisinger Medical Center, CCH P r o d u c t s  L i a b i l i t y  R e 

p o r t s  1) 5882. (Ct. of Common Pleas, Pa.)
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Bine v. Sterling Drug, Inc., C C H  P roducts L ia b il it y  R eports 
115890 (M o.)

Butler v. The Travelers Insurance Company, CCH P roducts L ia 
b il it y  R eports If 5894 (La. Ct. App.)

Davis v. W yeth Laboratories, Inc., CCH P roducts L ia b il it y  R e
ports 1f 5908 (U . S. C. A.-9)

A tkins v. Hartford Accident &  Indem nity Company, CCH P roducts 
L ia b il it y  R eports If 5927 (Mich. Ct. App.)

Cheney v. Syn tex  Laboratories, Inc., CCH P roducts L ia b il it y  R e
ports 1f5938 (U . S. D. C., N. D. Ga.)

Shivers v. Good Shepherd Hospital, Inc., CCH P roducts L ia b il it y  
R eports If 5941 (Tex. Ct. Civ. App.)

Friedman v. Peoples Service Drug Stores, Inc., CCH P roducts L ia 
b il it y  R eports If 5958 (V a.)

Tinnerhohn v. Parke Davis &  Co., CCH P roducts L ia b il it y  R e
ports If 5994 (U . S. C. A .-2)

Herman v. Sm ith, K line and French Laboratories, CCH P roducts 
L ia b il it y  R eports ff 6066 (U . S. D. C , E. D. W ise.)

Potter v. Krow n Drugs, CCH P roducts L ia b il it y  R eports ff 6085 
(La. Ct. App.)

COSMETIC CASES
Perma^Sträte Company, Inc. v. Genius, CCH P roducts L ia b il it y  

R eports ff 5885 (Ct. App., Tenn.)
Hutchinson v. Revlon Corp. of California, CC H  P roducts L ia b il it y  

R eports ff 5887 (Cal. Ct. App.)
Harris v. Belton, CCH P roducts L ia b il it y  R eports If 5946 (Calif. 

Ct. App.)
Procter & Gamble Mfg.  Co. v. Langley, CCH P roducts L ia b il it y  

R eports If 5960 (Tex. Ct. Civ. App.)
Newm ark v. Gimbel’s Incorporated, CCH P roducts L ia b il it y  R e 

ports ff 6041 (N . J. Super. Ct., App. Div.)

DEFECTIVE CONTAINER CASES
Coca-Cola Bottling Company of Houston v. Hobart, CCH P roducts 

L ia b il it y  R eports 1f 5907 (Tex. Ct. of Civ. App.)
Chandler v. H unt Food and Industries, Inc., CCH P roducts L ia b il 

ity  R eports 1f 5969 (Tenn.)
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Webb v. Zern, CCH P roducts L iability R eports ff 5975 (Pa. Ct. 
Common Pleas)

Elliott v. Alpac Corporation, CCH P roducts L iability  R eports 
If 5999 (U . S. C. A.-9)

Jankelle v. Bishop Industries, Inc., CCH P roducts L iability  R e 
ports ff 6011 (M ass.)

Richard v. H . P. H ood & Sons, Inc., CCH P roducts L iability  R e 
ports ff 6025 (R . I.)

San Antonio v. W arwick Club Ginger A le Co., Inc., C C H  P roducts 
L iability  R eports f[ 6097 (R . I .)

DEVICE CASES
Magrine v. Spector, CCH P roducts L iability  R eports 5974, 

(N . J. Super. Ct., App. Div.)

ANIAAAL FEED CASES
Leach v. W iles, CCH P roducts L iability  R eports 5895 (Ct. App. 

Tenn.)
Kassab v. Central Soya, CCH P roducts L iability  R eports j[ 6065 

(P a .)

ECONOMIC POISON CASES
Rum sey v. Freeway Manor M inimax, CCH P roducts L iability  R e 

ports [f 5905 (Tex. Ct. of Civ. App.)
Carney v. Barnett, CCH P roducts L iability  R eports ff 5910 

(U . S. D. C., E. D. Pa.)
California Chemical Co. v. Lovett, CCH P roducts L iability  R e 

ports 5942 (La. Ct. App.)
Mosesian v. Bagdasarian, CCH P roducts L iability  R eports ff 5961 

(Cal. Ct. App.)
Martin v. Plym outh Cordage Co., CCH P roducts L iability R e

ports 5966 (Fla. Dist. Ct. App.)
Hodges v. The Fuller Brush Company, CCH P roducts L iability 

R eports 5997 (R . I.)
Eaton Fruit Co. v. California Spray-Chemical Corp., CCH P roducts 

L iability  R eports ff 6061 (A riz.) [The End]
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Fair Packaging 
and the Informed Consumer

By EVERETTE MacINTYRE
Mr. MacIntyre Is a Commissioner of the Federal Trade Commission.

IN M A N Y  R E S P E C T S , the  F a ir  P ackag ing  and L abeling  A ct 
(F P L A ) and the administrative regulations drafted pursuant thereto 

are technical and  com plex. H ow ever, the  key to  un derstan d in g  the 
A ct and its im plem entation  is a re latively  sim ple concept se t forth  
in its pream ble, nam ely, “inform ed consum ers are essen tial to  the 
fair and efficient function ing  of a free m arket econom y.” Clearly, 
packages and th e ir  labels, in the  C ongressional view, have a role to  
play in prov id ing  the  consum er w ith  accurate in form ation and in 
facilita ting  value com parisons. T he provisions of the A ct, supple
m entary  adm in istra tive  regulations, and enforcem ent ac tiv ity  under 
the statute should all be evaluated within the context of these goals.

T he ra tionale  behind F P L A  and o ther s ta tu te s  such as the  T ru th  
in L end ing  A ct w hich are designed to  inform  the consum er is clear. 
“ [ I ] f  the  consum er is unable to  choose on an inform ed basis, then 
his dollar is wasted.” 1 Once the information required  by  the A ct is 
provided, it has been said it w ill “re tu rn  consum ers to  th e ir  righ tfu l 
place as all-pow erful sovereigns of the  reta il m arket and  resto re  (if 
it w as ever really  absen t) v igorous com petition .”2 Info rm ational 
legislation of th is  n a tu re  is a new  developm ent in th a t it does no t 
m erely  seek to  preven t deception a lthough  th a t is im portan t, b u t 
add itionally  m akes a positive a ttem p t to  provide the  consum er w ith  
the tools for m ore effective buy ing  decisions. C learly, the average 
housewife spending perhaps 30 seconds of shopping time per item 3 in 
the  sup erm arket needs all the  help she can get.

1 P r e s i d e n t  J o h n  F .  K e n n e d y ,  M e s -  2 “ C o n s u m e r  L e g i s l a t i o n  a n d  t h e
s a g e  t o  C o n g r e s s ,  108 C o n g .  R e c .  4 1 6 7 , P o o r , ”  76 Yale Law Revieiv 745, 749  
4 2 63  (1 9 6 2 ) .  (1 9 6 7 ) .

3 S e e  fo o tn o te  2 a t  768.
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I m igh t note in passing th a t consum er-inform ation bills of th is  
na tu re  have been considered as hav ing definite a n titru s t im plications. 
In  fact, Senator H art, a proponent of S. 387, one of the earlier “T ru th -  
in -P ack ag in g” bills, conceived of th is legislation as an  a n titru s t 
m easure and in troduced it as an am endm ent to  the C layton A ct.4 I ts  
a n titru s t ob jectives w ere sum m arized as follow s:

T h e  b i l l  s e e k s  t h e n :
1. T o  e n h a n c e  t h e  i n t e g r i t y  o f  m a r k e t s  in  o r d e r  t h a t  th e y  m a y  m o re  a c c u 

r a te ly  d ire c t  th e  p ro d u c tiv e  a c t iv i t ie s  o f th e  eco n o m y .
2 . T o  p r o m o te  s o u n d  a n d  e f f e c t iv e  c o m p e t i t i o n  b y  e l i m i n a t i n g  u n f a i r  c o m 

p e t i t i o n  in  p a c k a g in g  a n d  u n f a i r  o r  d e c e p t iv e  a c t s  o r  p a c k a g in g  p r a c t i c e s  in  
c o m m e r c e .

3. T o  a s s u r e  e q u a l i ty  o f  c o m p e t i t i v e  o p p o r t u n i t y  f o r  a l l  e f f ic ie n t  p r o d u c e r s  
a n d  d i s t r i b u to r s .  S m a l l  b u s in e s s e s  a r e  e s p e c ia l ly  v u ln e r a b le  t o  i r r a t i o n a l i t y  in  
t h e  m a r k e t p l a c e .  B e c a u s e  o f  i t s  l im i t e d  r e s o u r c e s ,  t h e  s m a l l  b u s in e s s  h a s  a 
v i t a l  n e e d  f o r  c o m p e t i t i v e  s t a n d a r d s  t h a t  p e r m i t  t h e  f o c u s in g  o f  a t t e n t i o n  o n  
p r i c e  a n d  q u a l i ty .

4. T o  p r o m o te  e f f e c t iv e  p r i c e  c o m p e t i t i o n  b y  m in im iz in g  t h e  c a p a c i ty  o f  
p a c k a g in g  t o  c o n f u s e  o r  d e c e iv e  t h e  b u y e r  a n d  b y  p e r m i t t i n g  b u y e r s  t o  b u y  
m o r e  i n t e l l i g e n t l y  a n d  m o r e  r a t i o n a l l y .

5 . T o  m a k e  i t  m o r e  l ik e ly  t h a t  p r o f i t s  w i l l  b e  c h a n n e le d  to  t h e  m o r e  e ffic ien t 
p r o d u c e r .

6. T o  a s s i s t  t h e  v a s t  m a j o r i t y  o f  h o n e s t  b u s in e s s m e n  b y  u p g r a d i n g  t h e  
e c o n o m ic  v a lu e  o f  f a i r  p a c k a g in g  a n d  l a b e l i n g  p r a c t i c e s .

7. T o  i n c r e a s e  t h e  e f f e c t iv e  s p e n d i n g  p o w e r  o f  t h e  a v e r a g e  f a m i ly  ( w h ic h  
s p e n d s  $ 6 3  b i l l io n  y e a r ly ,  o r  a p p r o x im a te ly  o n e - q u a r t e r  o f  i t s  in c o m e  o n  p ro d u c ts  
c o v e r e d  in  t h i s  b i l l ) ,  b y  r e d u c in g  n e e d le s s  w a s t e  in  m a r k e t  b a s k e t  e x p e n d i tu re .6

As a form er S taff D irec to r and G eneral Counsel of the  H ouse 
Select C om m ittee on Sm all B usiness, I m ust adm it an in te rest in the 
suggestion  th a t  p rom oting  rational pu rchasing  decisions will also 
foster the com petitive opportun ities of sm all business. A lthough  the 
F a ir P ackag ing  and L abeling  A ct of 1966 was no t enacted as an an ti
tru s t law, the ob jectives of th e  earlier T ru th -in -P ack ag in g  bill, S. 
387, are, in m y view, en tirely  consisten t w ith  the  S ta tu te  now  on 
the  books. T hey  deserve consideration  bo th  by industry and the en
forcem ent agencies.

The first and crucial step in implementing the Act is the promul
gation  of the adm in istra tive  regula tions required  and au thorized  by 
the S ta tu te . I t  is the crucial step  because Congress left the  w riting  
in of the S ta tu te ’s details to  the responsible adm in istra tive  agencies.6

‘ “ T r u t h - i n - P a c k a g i n g , ” R e p o r t  o f  5 S e e  f o o tn o te  4  a t  3, 4. 
t h e  S u b c o m m i t t e e  o n  A n t i t r u s t  a n d  6 H a r t ,  “ T r u t h - i n - P a c k a g i n g  R e v i s -  
M o n o p o ly  o f  t h e  C o m m i t t e e  o n  t h e  i t e d ,”  2 2  F ood D rug Cosmetic L aw
J u d ic ia r y ,  U .  S . S e n a t e ,  C o m m i t t e e  J ournal 317 ( J u n e  1 9 6 7 ).
P r i n t .  3, 8 8 th  C o n g .  2 d  S e s s .  (1 9 6 4 ) .
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“ [T ]h e  need for flexibility and specific expertise  dem anded th is ap
proach. C ongress is no t equipped to  w rite  detailed specifications for 
hundreds of product lines. N or does freezing th is kind of detail into 
a statute make much sense.”7 U nder the circum stances, the effective
ness of the A ct clearly  depends on how the  adm in istra tive  agencies 
respond to  the legislative m and ate .8

In  assessing the  role of the  F ederal T rad e  Com m ission, it should 
be kep t in m ind th a t o ther governm ental agencies also have th e ir pa rt 
to  play in adm in isterin g  the  A ct. F o r exam ple, the  Food and D rug  
A dm in istra tion  enforces the  A ct insofar as it applies to  food, drugs, 
cosm etics and devices, w hile the  F ederal T rad e  Com m ission is respon
sible for any  o ther consum er commodities. This division of ju ris 
diction resu lted  from  the desire to  cause m inim al d isrup tion  to the 
lines of au th o rity  developed by  each agency in its area of responsi
bility , and to  take advantage of the  expertise  th a t each had developed 
in its own field.9 T he  th ird  F ederal A gency w ith  responsibilities under 
F P L A  is the D ep artm ent of Com m erce. I ts  functions under the  A ct 
are no t regu la to ry , b u t to  in s titu te  vo lu n tary  m easures in cooperation 
w ith  in du stry  and consum ers to  achieve the ob jectives of the  S ta tu te .10 
S ta te  au tho rities, it is hoped, will take action to  prom ote un iform ity  
in S tate  and F ederal R egulation  of consum er com m odities. W ith  
th ree F ederal A gencies responsible for im plem entation  of F P L A , 
the  need for coord ination  betw een them  is clear, if burdensom e con
flicts are obviated and the S ta tu te ’s objectives achieved.

Three Classes of Regulations
A dm inistra tive  rule-making under F P L A  falls into three classes, 

m andatory , d iscre tionary  and vo lun tary  regulations. T he Food and 
D ru g  A d m in istra tion  (F D A ) and the F ederal T rad e  Com m ission 
(F T C ) each w ith in  its own area of responsib ility  have the  task  of 
promulgating appropriate mandatory and discretionary rules pu rsu an t 
to Sections 4 and 5 of the Statute. The first order of business for th is 
agency of necessity  has been the  issuance of m andato ry  regulations 
under Section 4 of the S ta tu te , the  labeling provision of the  Act. 
H ere  the final regu la tions of th e  Com m ission, published in the F ed 
eral R egister, M arch 19, 1968, are designed to  achieve the  legislative 
goals by  ensu ring  th a t the  labels on consum er products will supply

7 S e e  fo o tn o te  6. 10 H o l lo m o n ,  “ T h e  R o le  o f  t h e  D e -
8 S e e  fo o tn o te  6. p a r t m e n t  o f  C o m m e r c e ,” 2 2  F ood D rug
9 S e n a t e  R e p o r t ,  s e e  f o o tn o t e  4  a t  Cosmetic L aw J ournal 327  ( J u n e ,

14. 1 9 6 7 ).
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m eaningful in form ation re la ting  to  id en tity  of the product, nam e and  
place of business of the  m anufacturer, packer or d is trib u to r and net 
q u an tity  of con ten ts. T he regu lations p u rsu an t to  Section 4 are  of 
course “m and a to ry” because in th is  area Congress has m ade the  
determ ination  th a t the necessity  for rem edial regu la tion  of th is  n a tu re  
exists. T he regu la to ry  agencies, therefore, have discretion in p ro 
m ulgating  such rules only in the  sense th a t th ey  are to  seek the  m ost 
practical w ay of ensu ring  th a t the  consum er is provided w ith  the 
in form ation required  by Section 4 of F P L A . T he Com m ission and 
F D A  in p rom u lgating  the  m andato ry  regu la tions have coord inated 
their programs to ensure as much uniformity as possible. T he liaison 
betw een the tw o agencies has been successful and w hen m inor dif
ferences in the  regu la tions exist, th is  is p rim arily  due to  the  differ
ences of the  products w ith in  each agency’s ju risd iction .

O bjections to  the m andato ry  rules prom ulgated  by the  Com m is
sion have been filed. G ratify ing ly , w hile they  indicate som e differ
ences betw een indu stry  m em bers and the  Com m ission on m atte rs  of 
detail, th ey  do no t suggest th a t in du stry  is using  the provisions for 
filing ob jections in an a ttem p t to  seek an adm in istra tive  repeal of 
significant portions of F P L A . T h is is im portan t. Because of lim ited 
funds, tim e and m anpow er, th is agency m ust, to  the  g rea te s t ex ten t 
possible, seek to  im plem ent the  A ct in a con tex t of cooperation ra th e r 
than  in an adversary  atm osphere.

Since the agencies’ discretion in determ in ing  w hether Section 4 
regula tions should issue is sharp ly  circum scribed, it is unlikely th a t 
th e ir  p rom ulgation  will lead to  fundam ental conflicts betw een the  
Com m ission and industry . M ore difficult and in terestin g  problem s 
will undoub ted ly  arise in connection w ith  the  C om m ission’s exercise 
of d iscre tionary  ru le-m aking pow er under Section 5(c) of F P L A , a 
function w hich to  date has no t ye t been exercised. T h a t section 
au thorizes regula tion  t o : s tandard ize  package size characterizations 
such as “g ian t size” ; con tro l use of price savings claim s on labels, 
for exam ple “cents off” ; require lis tin g  of ingredients by order of 
decreasing p redo m inan ce ; and p roh ib it non-functional slack-fill of 
packages provided th a t the F T C  or F D A  find such rules are neces
sa ry  to  p reven t consum er deception or facilitate value com parisons. 
O bviously, the  requ irem en t th a t the Com m ission m ake a finding of 
necessity  before such ru les issue under Section 5 presents a g rea te r 
oppo rtun ity  for conflict than  Section 4 regula tions w here C ongress 
has already  determ ined th a t action m ust be taken.
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“ Price” or “Value”?
A s noted by o ther com m entators, one of the  m ore in trica te  p rob

lems under F P L A  and one w hich will undoub ted ly  come in to focus 
in the  case of d iscre tionary  regula tions is the  s ta tu to ry  m eaning of 
the  phrase to  “facilita te  value com parison.” T he A ct itself does not 
specifically define the term  and the leg islative h is to ry  appears to  be 
in conflict, a dispu te frequently  noted in com m ents on the A ct in the 
last tw o years .11 T he S enate’s T ru th -in -P ack ag in g  bill declared th a t 
it is the  policy of the  U nited  S ta tes to  assist consum ers by facilita ting  
price com parisons. T he H ouse version su b stitu ted  the  w ord “value” 
for “price” and th is  change was incorporated  in the final bill. Senator 
H a r t w as pleased w ith  th is  revision because it broadened C ongres
sional policy to  include quality  com parisons, w hich he view ed as 
hav ing  vastly  g rea te r im plications th an  the m ore lim ited concept of 
price. T his, he felt, opened the door to  consideration of legislation 
for g rade labeling and governm ent tes tin g  of consum er products. In  
S enato r H a r t’s view, the  H ouse am endm ent w as clear and unam big
uous on its face. C hang ing  the  w ord “price” to  “value” added the  
e lem ent of quality  to  the policy sta tem en t. C ongressm an Gilligan, 
the au th o r of the H ouse am endm ent, on the o ther hand, s ta ted  the 
purpose of the sub stitu tion  of the  term  “value” for “price” was 
designed to  ensure th a t the adm in istra tive  agencies responsible for 
enforcem ent of the A ct w ould no t exercise th e ir pow ers for the  sole 
purpose of “ fac ilita ting  a m athem atical c o m p u ta tio n ; th a t is, a price 
comparison in the superm arket aisle.” In his view, price was only 
one elem ent in the consum ers’ value decision ; o ther factors of g rea te r 
or equal im portance are the p rod ucts’ perform ance, the  convenience 
of the package, and su itab ility  of the size or q u an tity  of the product 
in sa tisfy ing  a consum er’s personal desire and need ; R epresen ta tive  
G illigan view ed “value” as a h igh ly sub jective concept.12

Senator H a r t relied on the conferees’ repo rt s ta tin g  th a t the 
H ouse version su b stitu tin g  “value” for “price” sim ply in tended to  
m ake it clear th a t the  term  “ value com parison” is broader than the 
concept of “price com parison” and includes the la tte r  w ith in  the 
form er as a very  im p ortan t factor in m aking a value com parison.13

11 S ee , for e x a m p le , K e n n e d y ,  “ N o w  metic L aw J ournal 632, 643-644  ( D e -
T h a t  T h e  F a i r  P a c k a g i n g  a n d  L a b e l -  c e m b e r 1 9 6 6 ). 
in g  A c t  is  L a w ,”  21 F ood D rug Cos- 12 H a r t ,  see  fo o tn o te  6 a t  320.

13 S e e  f o o tn o t e  6  a t  321.
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E vidently , in response to  R epresen ta tive  Gilligan, Senator H a r t 
w ished to  m ake it clear th a t the term  “value” is no t to  be construed  
as p recluding regulations designed to  facilita te  price com parisons.

T he term  “value com parison” m ight m ean a num ber of th ings. 
I t  m ig h t m ean th a t the  Com m ission under its d iscre tionary  regu la
tions is to  facilitate value com parisons by  go ing in to  elem ents in 
add ition  to  price such as perform ance, convenience, etc. R ep resen ta 
tive G illigan’s s ta tem en t m igh t be construed  as im plying th a t such 
elem ents should take precedence over price in a consideration  of 
value com parison. S enator H art, on the o ther hand, as already noted, 
m ade it clear th a t w hile value com parison is b roader th an  the  concept 
of price com parison, it definitely includes the  la tte r  w ith in  the form er. 
P erhaps the  Com m ission should seek to  facilitate price com parisons 
and also if possible take in to  consideration  o ther elem ents of im 
portance to  th e  consum er in his purchasing  decisions. In  any event, 
it m ay tu rn  ou t th a t th e  Com m ission, under Section 5(c) of the A ct, 
will em phasize price in considering value com parison because of the  
practicalities of the  situation . T he  Com m ission is no t set up to  do the 
job a t  least on a large scale of evalua ting  such th in gs as p roduct per
form ance or g rade  labeling. Senator H a r t  seem ed to  recognize th is  
w hen he s ta ted  th a t inclusion of the  term  “value com parison” opened 
the door to  consideration  of legislation prov id ing  for grade labeling 
and governm ent te s tin g  of consum er products. T h is im plies th a t 
additional m achinery  w ould have to be set up in addition to  F P L A  
if such ob jectives are to  be achieved. C ertainly , action to  facilitate 
price com parisons, to a considerable degree already required  by Sec
tion  4 of the A ct, is clearly  w ith in  the  purview  of the  S ta tu te  and 
w ould no t require additional elaborate m achinery  to  carry  in to effect.

I m ight also no te a t th is ju nctu re , th a t there  m ay be pitfalls in 
the a ttem p t to  facilita te  value com parison by rules re la ting  to  product 
performance, quality, etc. If certain  com petitors should be favored 
by v irtue  of such action, considerable care w ould have to  be exercised 
th a t such regulations do no t erect new  barrie rs to com petition. Con
sider, for exam ple, the w arn ing  last N ovem ber by the A ssistan t A t
to rn ey  G eneral in C harge of the  A n titru s t D ivision th a t private 
stan dards under Section 5 (d ) of F P L A , re la ting  to  undue prolifera
tion  of w eigh ts and m easures based upon the products or capabilities 
of a dom inant g roup  of m anufacturers, could arb itra rily  handicap 
sm aller com petitors w ho m ight find com pliance difficult and th a t care
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should be taken to  avoid stan dards w hich m ay im pede innovation 
and new en try .14

“ Cents-Off”
A num ber of problem s falling w ith in  the  scope of Section 5(c) 

of F P L A  are now under consideration a t the  staff level, including 
the “cents-off” question, slack-fill, and the possib ility  of requ iring  the 
listing  of ingred ien ts of certain  classes of com m odities in order of 
decreasing im portance. A t the moment the staff is concentrating on 
the “cents-off” prob lem .15 By sw itch ing  the  “cents-off” problem  from  
the m andato ry  to  the d iscre tionary  section, Congress has handed the 
regu la to ry  agencies a volatile issue. I t  is doubtful th a t a perusal of 
the legislative h isto ry  show s a question gen era tin g  m ore heat in the 
discussions and hearings leading up to  passage of the Act. T he Senate 
report on S. 387 condem ned “cents-off” as inheren tly  deceptive be
cause the  m anufac tu rer has no influence or con trol over the prices 
set by the retailer. I t  charged “ the m anufac tu rer is prom ising a 
retail price advantage on w hich he cannot deliver. H e is, in effect, 
making a promise to the consumer on which the consum er cannot 
rely .” 16 T hose opposing proposals for ou tlaw ing  the practice replied 
th a t “cents-off” has a leg itim ate place in con tem porary  com petition 
as an effective m eans by which m anufactu rers m ay m ake the  con
sum er aw are of th e ir products and to induce changes in buying  
hab its. T hey extolled “cents-off” as a genuine form  of price com 
petition .17

P ric ing  claim s of th is  na tu re  are w ith in  the scope of Section 
5 (c )(2 ) of the S ta tu te . The House report on the bill makes it clear 
th a t in the  H o use’s view, the A ct au thorized  the  agencies to  regulate  
bu t not p roh ib it the  use of such prom otions. T he Senate report, on 
the o ther hand, seem s to  indicate th a t the practice m ay be prohibited 
if it cannot be regu la ted  so as to  ensu re  th a t it will be non-deceptive.18 
T he question before the  Com m ission then  is, assum ing  the need for 
regula tion  exists, w h at will be the p rim ary  issues govern ing  regula-

14 A s s i s t a n t  A t t o r n e y  G e n e r a l  Z im 
m e r m a n ’s L e t t e r  t o  C o m m e r c e  D e p a r t 
m e n t .

18 E a r l  J o h n s o n ,  “ T h e  L a w  a n d  P a c k 
a g e  L a b e l i n g ,”  b e f o r e  t h e  A m e r ic a n
M a n a g e m e n t  A s s o c ia t i o n ,  D e c e m b e r  4,
1968.

16 S e n a te  R e p o r t ,  see  fo o tn o te  4  a t  17.
17 S e e  f o o tn o te  a t  54, 55.
18 H . R e p .  N o . 20 76 , 8 9 th  C o n g .  2 d  

S e s s .  7 (1 9 6 6 ) ;  S . R e p .  N o . 1186, 8 9 th  
C o n g .  2 d  S e s s .  6 (1 9 6 6 ) .
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tions designed to  ensure non-deceptive use of the “cents-off” regula
tion s?  A t th is  point, I  do no t propose to  offer any  answ ers, b u t hope 
th a t a consideration  of som e of the re levan t questions m ay be of help 
in clarify ing  the problem . O bviously, the prim e issue is “cents-off” 
w h a t?  D oes th is rep resen ta tion  m ean “cents-off” the  re ta ile r’s price, 
the  m anu fac tu re r’s price, the  area price or an after-sale price? O b
viously, the  first determ ination  w hich has to  be m ade is w h at does 
“cents-off” m ean to the  consum er, or w h at is the pricing rep resen ta 
tion  if th e  term  is unqualified? If it is considered to  be the  re ta ile r’s 
ow n price, qu ite  different considerations come in to play th an  if it is 
view ed as a com parable value or area price represen ta tion . Conceiv
ably, the  problem  could be solved by  requ iring  those responsible 
for the  “cents-off” label to  specify precisely the  n a tu re  of the  price 
involved in the  offer.

A ssum ing  th a t the  “cents-off” rep resen ta tion  in fact refers to  an 
area  price, enforcem ent m ight prove quite difficult because estab lish
ing an  area  price under p resen t procedures can be a difficult, com plex 
and f ru s tra tin g  exercise.19 O n the o ther hand, if a “cents-off” rep 
resen ta tion  is geared  solely to  the  re ta ile r’s own price th en  the 
question  of determ in ing  the  claim ed price savings would, of course, 
be g rea tly  simplified.

A n equally  critical question is, are regu la tions necessary to 
ensure th a t “cents-off” savings are actually  passed on to  the  con
sum er? If regu la tions m ake the m anufactu rer responsible for seeing 
th a t the  “cents-off” are actually  passed on by the  retailer, the  question  
arises how a t the  sam e tim e can such regulations avoid se ttin g  up 
a system of de facto resale price maintenance? Certain m anufacturers 
appear to  be add ressing  them selves to  th is  problem . I have no ted  th a t 
in the  case of som e products, a coupon equivalent to  the  “cents-off” 
offer has been included in the package for redemption in the retail store.

O ther obvious questions com ing to  m ind in connection w ith  
“cents-off” a r e : Should regula tions provide for an appropria te  period 
preceding “cents-off” offers du ring  w hich a custom ary  selling price 
w ould be estab lished? Should a m axim um  dura tion  be fixed for 
“cents-off” prom otions and should these regula tions take in to con
sideration  the  re la tionsh ip  betw een “cents-off” and o ther prom otions

19 S e e  R e v i s e d  P r i c i n g  G u id e s ,  2 Revco D. S., Inc., F T C  D o c k e t  N o . 
C C H  T rade R egulation R eports If 7 8 9 7 ; 85 7 6  (1 9 6 5 ) .
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in the sam e period? Can a “cents-off” offer for a new ly m arketed 
p rod uct be leg itim ate  under any  circum stances ? A Complicating 
factor is th a t d iscre tionary  regu la tions under Section 5(c) are p roduct 
line rules no t in tended to  cover all consum er products w ith in  the 
scope of the A ct. E very  effort should be m ade, of course, to achieve 
consistency for d iscre tionary  regula tions on sub jects such as “cents- 
off,” bu t it is not unlikely th a t the Com m ission will be faced w ith  
claim s th a t different p roducts require unique trea tm en t in certain  
respects. T he foregoing does no t p retend to  be an exhaustive catalog 
of the problem s w hich will have to  be faced, should such regulations 
be prom ulgated . N evertheless, even th is lim ited discussion com pels 
the  conclusion th a t w orkable practical solutions will require a g rea t 
deal of hard  w ork and th inking.

In addition to promulgating substantive regulations under the Act, 
the  Com m ission and the  S ecretary  of H ealth , E ducation  and W elfare 
are also em pow ered to  issue ru les exem pting  certain  consum er com 
m odities from  full com pliance w ith  the  requirem ents of the A ct w here 
th e ir app lication w ould e ither be im practicable or no t necessary for 
the adequate pro tection  of consum ers. T he exem ption procedure is 
in terw oven w ith  the  adm in istra tive  function of am plify ing and im ple
m enting  the  s ta tu to ry  definition of the term  “consum er com m odity” 
contained in Section 10 of the A ct. T he Com m ission in itia lly  d e te r
m ined th a t it w ould no t be practical to  prom ulgate  a general defini
tion  of consum er com m odities and the  process of definition is now  
tak in g  place largely  under Section 5 (b ) ’s exem ption provisions. Ju d g 
ing from  the num ber of requests for exem ptions, ran g in g  from mops 
to automobile p a rts ,20 the ru lings thereon  will have an undeniable 
im pact on the  scope of the  Act. I t  is under the  exem ption procedures 
th a t the  Com m ission m ay face som e of the  m ost crucial problem s of 
enforcing the  m andato ry  regulations.

In  concluding m y rem arks, it m ay be p ertinen t to  note th a t th e  
experience of the  Com m ission under the  F T C  A ct requ iring  it to  
define unfair acts or deceptive acts and practices should s tan d  it in 
good stead in exercising its functions under the  F P L A . U n der th e  
F T C  A ct, the  Com m ission had the  du ty  “to  discover an d , m ake ex
plicit those unexpressed stan dards of fair dealing w hich the con

20 2 C C H  T rade R egulation R eports 
If 7430.02 (1 9 6 8 ) .
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science of the  com m unity  m ay progressively  develop” and its pow ers 
w ere no t confined to  those practices w hich w ere unlaw ful before it 
ac ted .21 T he phrase, unfair m ethods of com petition , significantly  did 
not, as the  cou rts  noted , adm it of precise definition, b u t had to  be 
reached by a g radual process of judicial inclusion and exclusion.22 
A s a resu lt, the Com m ission has gained expertise in the kind of analy 
sis w hich should be helpful in fram ing  the  regula tions necessary  to 
p reven t deception or to facilita te  value com parison under F P L A . 
T he  objectives of the FT C  and Packaging Acts are not far apart and 
to  a considerable degree coincide.

I t  m ay no t be am iss to  po in t ou t a t th is tim e w hen the efficacy 
of the C om m ission’s program s once m ore is being called in to question 
th a t m any of the  concepts g iving rise to  the  new consum er oriented 
legislation w ere developed un der the  broad m andate  given th is agency 
by  the  F T C  A ct in 1914. T he C ongressional hearings, such as those 
held by the Senate A n titru s t Subcom m ittee, m ust, of course, be 
given the p rim ary  credit for c rea tin g  the  legislative im petus leading 
to  the  passage of F P L A . N evertheless, the Com m ission’s enforce
m ent of Section 5 of the F ederal T rad e  Com m ission A ct and in p a r
ticu lar a fte r passage of the W heeler-L ea A m endm ent has played a 
role in help ing to  lay the foundation  for the enactm ent of such leg is
lation  by help ing to  articu la te  “ those unexpressed standards of fair 
dealing  which the  conscience of the com m unity m ay progressively 
develop.” Com m ission adjud icative cases have a rticu la ted  guidelines 
in the  area of m erchandising, m ark etin g  and advertising  w hich have 
had the  tendency  of erod ing  the concept of caveat emptor and to estab 
lish the principle th a t the custom er should have sufficient inform ation 
to  m ake ra tional bu y ing  decisions. F o r exam ple, Com m ission cases 
have estab lished the  principle th a t im pressions are the p rim ary  ta rg e ts  
of the ad  w rite rs ,23 and th a t advertisem ents, a lthough  litera lly  true, 
m ay be deceptive if th ey  do no t tell the w hole tru th .24 Jud icial 
p receden t in Com m ission cases has held th a t those deserving p ro tec
tion by regu la to ry  action  are the tru s tin g  as well as the  suspicious, 
the casual as well as the v ig ilan t and the  naive as well as the  sophis-

21 L e a r n e d  H a n d ,  S p e a k in g  f o r  th e  
C o u r t  in  FTC v. Standard Education 
Society, 86  F . 2d  692, 696 (2 n d  C ir.
1 9 3 6 ), m o d i f ie d  302 U . S . 112 (1 9 3 7 ) .

22 FTC v. Raladam Co., 283  U .  S . 643,
6 4 8  (1 9 3 1 ) .

23 Stanley Laboratories, Inc., et al. v. 
FTC, 138 F . 2 d  388, 392 ( 9 th  C ir. 1 9 4 3 ).

24 Maurice J. Feil, et al. v. FTC, 285
F .  2 d  87 9 , 896  ( 9 th  C ir .  1 9 6 0 ).
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tica ted .25 C ertainly , the  C om m ission’s guideline requ iring  affirmative 
disclosure of the  applicable lim itations of advertising , w here silence 
on a m aterial fact is deceptive in ligh t of the  claim s actually  m ade,26 
was a development helping to set the stage for informational leg is
lation  such as F P L A . T hese cases con tribu ted  th e ir p a rt in developing 
the  concept of the consum er’s “rig h t to  know ” w hich lies a t the 
heart of the  new consum er legislation. Significantly , Section 11 of 
the F a ir  P ackag ing  A ct specifically s ta tes  th a t the  A ct is no t to  be 
construed  as repealing, invalidating  or supersed ing  am ong o ther 
s ta tu te s  the F ederal T rad e  Com m ission A ct or any law defined there
in as an a n titru s t s ta tu te . C learly, w hile the Com m ission will proceed 
vigorously to im plem ent the m andate of F P L A , it is not precluded 
from  proceeding un der Section 5 of the F T C  A ct against unfair acts 
and deceptive practices in th is  area w hich C ongress m ay no t have 
foreseen bu t w hich nevertheless require corrective action.

[The End]
FPLA REGULATIONS EFECTIVE DATE EXTENDED

T h e  e f f e c t iv e  d a te  o f  t h e  p a c k a g in g  a n d  l a b e l in g  r e g u l a t i o n s  f o r  
d r u g s ,  d e v ic e s ,  a n d  c o s m e t ic s  o r i g in a l l y  i s s u e d  b y  th e  F o o d  a n d  D r u g  
A d m i n i s t r a t i o n  in  J a n u a r y ,  1968, to  i m p le m e n t  t h e  F a i r  P a c k a g i n g  a n d  
L a b e l i n g  A c t  h a s  b e e n  e x te n d e d  to  D e c e m b e r  31, 1969. T h e  r e g u l a t i o n s  
w e r e  to  b e c o m e  e f f e c t iv e  o n  J u l y  1, 1969.

O n e  f i rm  o b je c t e d  to  t h e  f a i l u r e  o f  t h e  r e g u l a t i o n s  to  c a t e g o r iz e ,  
id e n t i f y ,  a n d  p r o v id e  l a b e l in g  g u id a n c e  f o r  “ p r o f e s s io n a l  d r u g s  a n d  d e 
v ic e s .” A c c o r d in g  to  th e  C o m m is s io n e r  o f  th e  F D A ,  th e s e  p r o d u c t s  a r e  
n o t  c o v e r e d  b y  t h e  F P L A  b e c a u s e  t h e y  a r e  n o t  “ c o n s u m e r  c o m m o d i 
t ie s .” C o n se q u e n tly , a  p u b lic  h e a r in g  w a s  d e n ied  on  th is  o b je c tio n , a n d  th e  
r e g u la t io n  (§  1.102d ) u n d e r  a t t a c k  h a s  b een  re v is e d  to  c la r ify  its  l im ita t io n s .

T h e  F D A  c o n s id e r e d  a s  i n s u b s t a n t i a l  a  t r a d e  a s s o c i a t i o n ’s o b je c t io n  
t o  t h e  c o s m e t ic  r e g u l a t i o n  r e q u i r i n g  u n i f o r m  ty p e  s iz e s  f o r  a ll  p a c k a g e s  
o f  e s s e n t i a l l y  t h e  s a m e  s iz e . I t s  r e q u e s t  f o r  a  p u b l i c  h e a r in g  c o n c e r n in g  
p e r m is s io n  to  u s e  s m a l le r  t y p e  f o r  t h e  n e t  c o n t e n t s  d e c l a r a t i o n  o n  s m a l l  
c o s m e t ic  p a c k a g e s  w a s  d e n ie d .

T h o u g h  t h e  F D A  f o u n d  a  s t a y  in  t h e  e f f e c t iv e  d a te  o f  t h e  r e g u l a 
t io n s  u n w a r r a n t e d ,  a n  e x te n s io n  o f  t im e  w a s  g r a n t e d  in  o r d e r  to  a l lo w  
m a n u f a c t u r e r s ,  s o m e  o f  w h o m  w e r e  u n a b l e  to  r e v is e  t h e i r  l a b e ls  w h i le  
o b je c t io n s  w e r e  p e n d in g ,  to  c o m p ly  w i th  t h e  F a i r  P a c k a g i n g  a n d  
L a b e l i n g  R e g u la t i o n s .

F D A  O r d e r ,  C C H  F ood D rug Cosmetic L aw R eports U 40,342 an d  
21 C F R  P a r t  1, 11 9 9 11— 9 9 1 9  a n d  9 9 37— 9942.

26 S e e  Colgate-Paim-olive Co. et al., 59 
F T C  1452, 1464 (1 9 6 1 ) ,  r e v ’d  a n d  r e 
m a n d e d ,  310 F .  2 d  89 ( 1 s t  C ir .  1 9 6 2 ) ;  
f in a l  o r d e r ,  t r a n s f e r  b i n d e r  19 61-1 963 , 
H 16 ,403 ( F T C  1 9 6 3 ) ;  r e v ’d  326  F .  2 d  
517  ( 1 s t  C ir .  1 9 6 3 ) ;  r e v ’d  380  U .  S . 
374 (1 9 6 5 ) .

20 S e e  “ D e v e lo p m e n ts  in  th e  L a w — D e 
c e p t iv e  A d v e r t i s i n g , ”  80  Harvard Law  
Review  1005, 10 48-4 9  (1 9 6 7 ) ;  a n d  The
J. B. Williams Co., Inc., et al, v. FTC, 
381 F . 2 d  884  ( 6 t h  C ir . 1 9 6 7 ).

FAIR PACKAGING AND T H E  INFORM ED CONSUMER PAGE 1 83



International Food Law 
Developments in the Past Decade

By JULIUS G .  ZIM MERMAN

Mr. Zimmerman Is a New York City At
torney for The Coca-Cola Corporation.

EX A C T L Y  T E N  Y E A R S  AG O  I had the privilege of subm itting  
to  the Food, D ru g  and Cosm etic L aw  Section of the N ew  Y ork 

S ta te  B ar A ssociation a repo rt on the P rogress of F oreign Food L aw s 
du ring  the previous decade.1 A t the occasion of such an ann iversary  
one is tem p ted  to  repeat the  form er perform ance by su b m ittin g  a 
com prehensive and detailed report on all th a t has happened during  
the last decade. T hat, how ever, w ould be a hopeless task  in view of 
m y tim e lim ita tion  and the sheer m ass of factual in form ation th a t 
w ould have to  be reported . W e live in an age of dram atic  events 
and are used to  dram atic  headlines, and m aybe the  cu rren t develop
m ents in our field of in terest can be appropria te ly  described as an 
“explosion of food law .” H ow ever, in order to  re ta in  the true  perspec
tive it w ould be m ore accurate  to  relate  th is descrip tive term  to the 
m id-cen tury  as a s ta rtin g  point. T herefore, I w ould ra th e r try  to 
sum m arize the m ain trend s of the developm ents in the in ternational 
field of food law  and lim it m y specific com m ents on recent legislation 
on the national level to  those item s w hich have landm ark  significance.

By 1950 the chaos left in the w ake of W orld  W ar I I  w as being 
g radu a lly  b rou gh t under contro l and being replaced by a post-war 
era of high pressure developm ents on a global scale w hich had a 
tru ly  explosive force and revolution ized almost every aspect of the 
life of nations as well as the life of individuals. T he m ost im portan t 
factors affecting the sub ject of food and food law  are, in my o p in io n :

1 Z im m erm an, “P rogress of Foreign  
Food L aw s” 14 F ood D rug  C o sm etic  
L a w  J o u r n a l  189 (M arch, 1959).
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1. The “population explosion” of the post-w ar era. T he to ta l 
popu lation  of the  w orld  was about 3 billion people in 1960, and the 
experts pred ic t th a t it w ill reach 6 billion in the  year 2000, and 13 
billion in 2050, if the  p resen t trend  continues un check ed ;

2. T he in terna l m igration  of people from  ru ra l areas to  the  indus
tria l centers w herever they  exist or are being new ly created  ;

3. The development of modern rapid transportation facilities by sur
face, underground, and by air, and most recently by travel through space;

4. T he developm ent of the  new s m edia w hich tran sm it in form a
tion  to  all p a rts  of the w orld w ith in  seco n d s ;

5. T he e lectronic collection and processing of data  by com puter;
6. The developing of ultra-modern new packaging methods for foods;
7. T he b irth  of m any new  sovereign nations as the resu lt of the 

liqu idation  of the Colonial E ra  w hich increased the m em bership in 
the U nited  N ations to  126; to  th is m ust be added a num ber of nations 
w hich are no t m em bers of the U. N. b u t som e of w hich are members 
of the  specialized agencies W orld  H ea lth  O rgan ization  (W H O ) and 
Food and A gricu ltu re  O rgan ization  (F A O ). M any of these new 
nations and also of the  old estab lished nations have an insufficient 
food production  and an uncon tro lled  g row th  of p o p u la tio n ;

8. T he g row ing  in terest and aw areness of the  consum ers in the 
field of n u tritio n  and the  concept of a balanced diet.
T he com bination of all these factors is p u ttin g  the governm ents 
of all food p roducing  countries under a relentless pressure to  produce 
a m uch g rea te r q u an tity  of food for quick d istribu tion  to  m any m ore 
people over longer distances.

If we consider the s ta tu s  of food legislation in the various coun
tries of the  w orld a t the tu rn  of the  m id-cen tury , we find th a t m ost 
of it w as obsolete or inadequate to  cope w ith  the m odern age. T h a t 
was even tru e  of the  food leg islation in the U nited  S ta tes w hich was 
based on the  Food, D ru g  and Cosm etic A ct of 1938 w hich w as one of 
the m ost elaborate and m odern bodies of food legislation in the w orld 
prior to W orld W ar II. T he m ajor im petus to  m odern izing the U. S. 
Food L aw  w as provided by the hearings of the  D elaney Com m ittee 
on Food A dditives w hich aroused w orld-w ide in terest and led to  the 
A m endm ent of 1958, followed by the Color A dditive A m endm ent of 
1960, and  the F a ir  P ackag ing  and L abeling  A ct of 1966. Sim ilar
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developm ents took place abroad and culm inated in the enactm ent 
of special legislation on Food A dditives in M exico2 and G erm any3 in 
1958, and a g rea t volum e of sim ilar legislation in o ther countries in all 
p a rts  of the w orld du ring  the  last decade. T he “ M odern A ge” leg isla
tion  w as no t lim ited  to  Food A dditives even thou gh  they  are respon
sible for the g rea te s t share of it.

T hese recent developm ents b rou gh t about a substan tia l increase 
of governm ent control over the  m anufacture, sale and d istribu tio n  of 
prepackaged foods. P rio r  to  1950 there w ere still m any countries 
whose food law  consisted m ainly of general rules p roh ib iting  the  
m anufacture and sale of harm ful, adu ltera ted  or m islabeled foods, 
and an outright prohibition of the use of certain substances considered 
harmful per se and specfically listed in so-called negative lists. U nder this 
system  of “abuse” every th ing  th a t is not harm ful or in d irect viola
tion of a specific proh ib ition  is perm itted , w ith  the governm ent hav
ing the burden  of proof concern ing an alleged violation. Some other 
countries w en t to  the  o ther extrem e and e ither required  a p rio r license 
for every type of prepackaged food ( th a t w as and still is the case in 
m any countries in L a tin  A m erica) , or followed the principle of “ prohi
b itio n ” according to  w hich every th ing  that is not specifically authorized 
is prohibited . U nder such a  system  the  burden  of proof th a t there  
is no violation lies w ith  the  individual who is charged w ith  it. The 
in troduction  of special and detailed rules on the  use of the so-called 
“ food add itives” whose num ber is in the  four d ig it bracket, changed 
the  w orld-w ide situation  very  considerably in favor of the  system  
of “proh ib ition .”

Modern Food Laws
T he a ttem p t to  regula te  the  use of food additives in detail re

quires an ever-increasing volum e of regulation. T hese m odern regu la
tions usually  classify the additives in to  categories based on th e ir 
functions, such as colors, preservatives, an tiox idan ts, em ulsifiers, 
foam ing agents, etc., and then  issue specific positive lists au tho riz ing  
the use of each additive for certain  individual categories of food 
products, w ith  or w ith ou t certa in  lim itations.

2 “Mexican Regulation on Food Addi
tives” January 21, 1958, English transla
tion of the text, 13 F ood D rug C o sm etic  
L a w  J o u r n a l  (June, 1958). Frisbie and
Farias, “H ealth and Food Legislation in 
Mexico” 16 F ood D rug  C o sm e t ic  L a w  
J o u r n a l  537 (September, 1961).
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3Jochmus, “The New German Law on 
Food Additives” December 21, 1968. 14 
F ood D rug C o sm e t ic  L a w  J o u r n a l  431 
(July, 1959). Zimmerman, “Germany— 
Regulations on Food Additives” 15 F ood 
D rug  C o sm e t ic  L a w  J o u r n a l  280 
(April, 1960).
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Special a tten tion  has been given in recen t years also to :
1. The regulation of the packaging of foods, including the chemical 

substances used in the  m anufacture  of packages, and  the s tan dard iza
tion of con ta iner sizes ;

2. T he regu lation  of “d ie te tic” foods w hich are becom ing increas- 
ingly popular w ith  the  “w eigh t w atchers .”

3. T he regulation  of enriched, fortified and vitaminized foods the 
labeling of which usually  contains nu trition a l claim s ;

4. T he regulation  of food labeling in general as the resu lt of 
p ressure  of consum er organ izations for m ore inform ation.

D u ring  the last decade quite a few countries have m odernized 
th e ir  food law s and the  re la ted  law s along the lines m entioned above, 
and it is in terestin g  to  note th a t such developm ents are tak in g  place 
in all p a rts  of the world.

T he U nited  K ingdom , for instance, issued no t less than  11 dif
feren t R egulations on Food A dditives alone betw een 1959 and 1967, 
and m uch of th is  type of legislation has also been prom ulgated  on 
the E uropean  continent.

Spain deserves a special m ention because it adopted  on S eptem 
ber 21, 1967, a com prehensive Food Code (Código A lim entario  E s
p añ o l)4 w hich consists of 38 chap ters and covers all types of foods 
and beverages (alcoholic and nonalcoholic) and related  item s such as 
tobacco, packaging m aterials, fertilizers and pesticides.

O n the o ther side of the globe Japan  revised in 1957 its basic 
Food S an ita tion  A ct of 1900 and au thorized  the M inister of H ea lth  
to  issue s tan dards for food additives which was done on M arch 15,
I960.5

Ind ia  revised its “P reven tion  of Food A dultera tion  A ct of 1954” 
in 1962 and the R ules of 1955 in 1962, 1964 and 1966.

W est Pakistan issued in 1965 a new Pure Food Ordinance and Rules.
In  L atin  A m erica a very  significant event of national food leg is

lation took place in Brazil, which issued its first N ational H ealth
* Codigo Alimentario Español (Deere- 3 An E nglish  translation  of these 

to 2484/1967), published as a separate S tandards w as published by the Japan 
volum e by Gaceta de M adrid  (Official Food Hygiene Association. Oser, “Food 
Gazette of the Spanish Government). Additives in Japan” 22 F ood D rug C os

m e t ic  L a w  J o u r n a l  611 (November,
1967).
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Code on Jan u ary  21, 1961, and th ree  days la te r a very com prehensive 
R egulation  on Food A dditives (D ecree 50.040 of Jan u ary  24, 1961, as 
am ended)., A unique featu re  of th e  B razilian food labeling  requ ire
m ents is the  use of a coding system  (a com bination of R om an and 
A rabic num erals) for the  identification of the  additives in the food. 
In  1967 Brazil also issued a N ational Food Code (D ecree 209 of 
F eb ruary  27, 1967) and a R egulation  on D ietetic  Foods (D ecree 61149 
of A ug. 9, 1967).

T he com plex na tu re  of any  com prehensive regula tion  of the  use 
of food additives m akes it im perative for the leg isla tor to  deal w ith  it 
by w ay of adm in istra tive  ru le-m aking under a general enab ling  act 
w hich delegates th is ta sk  to  one or m ore governm ent agencies. B ut 
even th a t m ethod m ay be very  cum bersom e and tim e consum ing, 
especially in countries w here the  law  requires public hearings or 
provides for o ther safeguards against a rb itra ry  rule-m aking, such as 
a judicial review. Furtherm ore, much of the rule-making in th is field 
is based on scientific research w hich is never a t a stan dstill and is 
usually  responsible for the  im plem entation  or o ther am endm ents of 
previously  approved lists of food additives, bo th  positive and nega
tive. O n the  o ther hand, the  m ethods of scientific research  and analy 
sis used in a particu la r cou n try  and acceptable to  the  local go vern
m ent are far from  uniform  on a w orld-w ide basis and are frequently  
no t acceptable to  the  health  au tho rities  of o ther countries w hich 
accounts for m any differences in the national food laws.

A nother difficulty is created  by the absence of a un iform ly ac
cepted w orld-w ide legal term ino logy of m any of the basic concepts 
and term s used in v irtua lly  all of the national food law s, such as 
“food,” “ ingred ien t,” “food additive,” “foreign substance” and the con
cepts of “n a tu ra l” and “artificial.” T h is is fu rth e r com plicated by the 
problem  of tran s la tin g  such term s in to o ther languages or finding a 
proper equivalent for them  w here a literal transla tio n  w ould be m is
leading.

All these com plexities of m odern food legislation make it impera
tive for all the  countries of the w orld, and particu larly  the food 
producing countries, to  estab lish  and develop a close cooperation on 
an in terna tion al scale in order to  achieve a certain  “harm on ization” 
of the  national food law s and to  assure an easy exchange of food 
supplies w hich are fit for hum an consum ption b u t frequently  barred  
by technical obstacles connected w ith  the  rig id ity  or obsolescence of 
certa in  national food laws.
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In  several p a rts  of the w orld certain  g roups of countries set up  
regional Com m on M arkets or F ree T rade A ssociations in o rder to  
m ake available to  their people the  econom ic advantages of larger 
trad in g  areas. T he E uropean  Econom ic C om m unity (E E C ) and the 
E uropean  F ree  Trade Association (E F T A ) are already functioning in 
E urope as free trade  areas. A sim ilar set-up exists in L atin  A m erica 
w ith  a C entral-A m erican Com m on M arket (CA CM ) and a L atin - 
A m erican F ree  T rad e  A ssociation (L A F T A ).

Harm onized Food Legislation
I t  is, of course, essential for a Com m on M arket or a  free trade 

area to  have uniform  or a t least harm onized food legislation in order 
to  assure the unhindered  exchange of ag ricu ltu ra l com m odities and 
prepackaged food w ith in  the lim its of the Com m unity. As a m atte r 
of fact, how ever, such a harm onization  of food law s is som etim es 
delayed because of in ternal political considerations and m aneuvering. 
T hus, in the case of the E E C  w hich was estab lished by the  T rea ty  
of Rom e in 1957 and w hich has a very  elaborate procedural set-up for 
the harmonization of food laws,6 the internal customs duties betw een 
its six m em ber na tions— F rance, F ederal R epublic G erm any, Ita ly , 
The Netherland, Belgium and Luxemburg—have been eliminated, bu t 
the efforts to harmonize the food laws have so far produced only two 
“D irec tives” on P reservatives and one on Food Colors. A D irective 
is no t d irectly  applicable as a law  in the m em ber nations b u t m erely 
ob ligates the  individual governm ents to  b rin g  th e ir  national law in 
line w ith  the  D irective w ith in  a given period of time.

In  the  W este rn  H em isphere, the C entral-A m erican Comm on 
M arket w hich w as created  by the  T rea ty  of M anagua in 1960 is 
a lready  function ing  very  well as a F ree  T rad e  Area. I t  consists of 
the  five republics, G uatem ala, H onduras, C osta Rica, E l Salvador 
and N icaragua, w ith  P anam a as an associate m em ber. All six repub
lics have agreed in principle to  adopt uniform  food standards, and at 
their request for assistance the Pan American Sanitary Bureau (P A S B )

“ Adams and Karl, “Harmonization of 
National Food Laws under the Treaty 
System of the European Economic Com
munity” 20 F ood D rug C o sm e t ic  L a w  
J o u r n a l  357 (June, 1965). V an der 
Steur, “D evelopm ents in the E E C —

Food L egislation” 20 F ood D rug  C os
m e t ic  L a w  J o u r n a l  581 (October, 
1965). Ventura, “The Common M arket 
and Harm onization of the Food Laws” 
21 F ood D rug C o sm e t ic  L a w  J o u r n a l  
440 (September, 1966).
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in  W ash in g to n  (the  regional office of the  W orld  H ea lth  O rganization) 
sponsored the d raftin g  of such stan dards by delegating  th is task  to  
D r. A riosto  B iiller Souto, D irector of the  In s titu to  Adolfo L u tz  in 
Sâo Paulo, Brazil, the la rgest B rom atological In s titu te  and L abo ra
to ry  in L atin  A m erica, w hich provided the staff and the technical 
assistance for this project. Dr. B iiller Souto m anaged to  com plete 
th is  assignm ent before he died in 1968. T he first th ree  volum es, w ith  
380 of these standards, w ere approved by the H ea lth  M inisters of the 
six  republics an d  the  tex t of these standards w as published in Spanish 
by the PA SB  in W ash in g to n  las t year. H ow ever, to the best of m y 
know ledge none of these stan dards has been so far legally p rom ul
gated  by any of the  six republics. T he S tandards are called “N orm as 
S an ita rias” and are in tended to  be supplem ented in due course by 
vo lu n tary  S tandards of Q uality  to  be drafted  by an organ ization  
called C entral A m erican R esearch In s titu te  for In d u s try  (IC A IT I). 
On the  o ther hand, the In s titu te  of N u trition  of C entral A m erica and 
P anam a (IN C A P ) is to  set up the necessary L aboratories for Food 
C ontrol.7

I un derstan d  th a t the C entral A m erican Republics are con
tem p la ting  jo in ing  L A F T A , w hich presen tly  has nine member nations, 
nam ely A rgen tina , Brazil, Chile, Colombia, Ecuador, Mexico, P ara
guay, P eru  and U ruguay , and th a t L A F T A , in tu rn , is p lann ing  to 
becom e a L atin-A m erican Comm on M arket. T he question rem ains 
open w hat is go ing to be done w ith  respect to Com m on Food S tan d
ards for this larger trading area. The Inter-American Bar Association 
(IA B A ) put itself on record, in 1965, by recom m ending to the member 
nations of L A F T A  adoption of the L atin-A m erican Food Code as 
the sole legal in strum en t in th is field. T his com plete volum e of Food 
S tandards under the title  “Código L atinoam ericano de A lim entos” 
w as published in its first edition in 1960 and in its second edition in 
1964. A th ird  revised edition  has been com pleted and will be sub 
m itted  to  the  L atin-A m erican Chem ical Congress which m eets in San 
José, Costa Rica, early  in F ebruary , 1969. T his organ ization  was the 
orig inal sponsor of the pro ject at its m eeting  in Caracas in 1955 w hen 
it entrusted the well-known Argentine Health Official, Dr. Carlos A. 
Grace, with the task of drafting a set of Food S tandards to  serve as 
a model for all L atin  A m erica, w hich he did w ith  the cooperation of

7 Olszyna-Marzys, “Food and D rug 23 Food Drug Cosmetic L aw J ournal 
Law in Central America and Panam a” 2S3 (M ay, 1968).
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food technologists from  16 L atin-A m erican Republics. H ow ever, up  
to now only tw o countries have adopted the L atin-A m erican Food 
Code in to to— E cuador and Cuba— b u t several o ther countries have 
incorporated  portions of it in th e ir national food legislations. I t  had, 
in general, a considerable influence on food leg islation th ro ug hou t 
L atin  A m erica, b u t it rem ains to  be seen how th is problem  of uniform  
food standards for L atin  A m erica will develop in the  fu tu re, pa rticu 
larly  if and when the  w orld-w ide S tan dards w hich are drafted  by the  
F A O /W H O  Codex A lim entarius Com m ission will be com pleted and 
begin to compete with the regional standards. Incidentally , the Food 
and D rug  L aw  C om m ittee of the In ter-A m erican  B ar A ssociation is 
planning to put this topic of Uniform Food Standards for Latin America 
on the  A genda of its nex t m eeting  in Rio de Janeiro  on Ju n e  24, 1969, 
du ring  the X V I Conference of the IA BA .

Let us now switch over to Europe and review briefly the F A O /W H O  
Codex A lim entarius set-up, the  creation  of w hich w as undoub tedly  
the m ost im p ortan t event du ring  the last decade.

Cod ex Alimentarius
T he Codex A lim entarius is a jo in t pro ject of the FA O  and the 

W H O . I t  was set up in 1962 to  take over the E uropean Food Code 
O rgan ization  of Dr. H ans Frenzel, the form er A ustrian  M inister of 
H ea lth , w hich had w on the active support and partic ipation  of 19 
E uropean nations. H ow ever, the Codex A lim entarius project was 
m eant from  the  s ta r t to  develop Model Food S tandards for w orld
wide application. T he Codex A lim entarius Com m ission m et for the 
first tim e in 1963 and since then every year except in 1967. As of 
M arch 1, 1968, at the  end of the F ifth  Session in Rome, the Com m is
sion had 52 m em ber nations from all p a rts  of the  w orld and including 
the U nited  S tates. The U. S. rep resen ta tive  at the last Session was 
Mr. George R. G range and the a lte rn a te  delegate R obert F. Anderson, 
bo th  of the  U. S. D ep artm en t of A gricu ltu re. O ur tw o official dele
gates were accom panied by 8 advisers and several observers rep resen t
ing various branches of A m erican industry . O ur Section Chairm an, 
Mr. F rank lin  M. D epew , a ttended  four Sessions of the Com m ission 
as an observer for the  Food and D ru g  L aw  In stitu te . D etailed re
po rts  on the activ ities of the Codex A lim entarius Com m ission have 
been published in the  Food D ru g  Cosm etic L aw  Jo u rn a l8 and else

8 Depew, “Report of the Fifth Session metic L aw J ournal 271 (M ay, 1968). 
of the Joint F A O /W H O  Codex Alimen- Translations of various chapters, Second 
tarius Commission” 23 F ood D rug Cos- (Continued on next page.)
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w here,9 and the  official repo rts  of th e  U. S. D elegates have been 
w idely d istribu ted . I assum e therefore  th a t m ost m em bers of th is  
Section are fam iliar w ith  th is sub ject m a tte r  and  I shall lim it m yself 
to  a few general com m ents.

By now th e  Codex A lim entarius Com m ission has w orked ou t a 
very  elaborate procedure for the  d ra ftin g  and consideration of s tan d 
ards by all parties concerned. I t  has delegated the  actual ta sk  of 
d raftin g  and processing the  S tandards to  a num ber of Com m ittees, 
six  of w hich are W orld -W ide  Subject. C om m ittees dealing w ith  Food 
Additives, Food Hygiene, Food Labeling, General Principles, M ethods 
of A nalysis and  Sam pling, and Pesticide Residues. T hen  there are 
seven W orld -W ide  Com m odity Com m ittees, an E x p ert Com m ittee 
on M ilk and M ilk P roducts, an E x p ert G roup on F ru it Juices and 
Q uick F rozen  Foods, and tw o R egional Codex C om m ittees on Dietetic 
Foods and N atu ra l M ineral W aters.

T he procedure for the Com m ission for the elaboration of W orld- 
W ide S tandards provides for ten  steps. T he first step  is for the Com 
m ission to  decide w hich of its Com m ittees or subsid iary  bodies is to 
be assigned th is particu lar task. T he  second step is for the C om m ittee 
to  d raft the S tandard , the third step is for the Committee to send it 
to the governments of the member nations for com m ents, and so on, 
back and forth , un til step 8 w hen the  Com m ission votes the adoption 
of a draft as a “ Provisional Standard.” Then it is sent to  the  govern- 
m ents for form al acceptance, and as the ten th  and last step  it is
(Footnote 8 continued.)
Edition (1964) of the Latin-American 
Food Code have also been published in 
the F ood Drug Cosmetic L aw J ournal, 
as follow s: Information concerning the 
Code and the Table of Contents of the 
New Edition appeared in the April 1965 
issue of the F ood D rug Cosmetic L aw 
J ournal (Vol. 20, page 238). The first 
five chapters were published in the Sep
tember 1965 issue; Chapters X II  and 
X II I  in the October 1965 issue; Chapter 
X V II in the November 1965 issue; Chap
ter X in the December 1965 issue; 
Chapter V II in the June 1966 issue; 
Chapter X V III  in the August 1966 is
sue; Chapter X V I in the May 1967 is
sue; C hapter V I in the A ugust 1967 
issue; C hapter X V  in the O ctober 1967
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issue; Chapter X I in the August 1968 is
sue and Chapter IX  in the November 
1968 issue.

9 “Forum on International Food Stand
ards” published in 22 Food Technology 
1118-1123 (September, 1968) ; Davies, 
“The Codex Alimentarius” 1118-1120; 
Grange, “United States Interest in Codex 
A lim entarius — A G overnm ent V iew ” 
1120; Stine, “U nited  S tates In te res t 
in Codex Alimentarius — An Industry 
View” 1120-1122; Peyton, “Activities of 
ISO, C O PA N T  and U S A S I” 1122- 
1123; Jolly, “The Codex Alimentarius 
Commission in the United States—O r
ganization, Procedure and Recommenda
tions” 23 Business Lawyer No. 4 (July, 
1968).
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prin ted  as the final W orld -W ide  Codex S tandard . T he incorporation  
of a S tan dard  in to the Codex, how ever, does no t m ake it au tom atically  
a p a r t of the  law  of all the  m em ber nations. A t th is  stage the  m em 
ber countries have several a lte rn a tiv es : (1.) F ull acceptance of the 
S tan d ard ; (2.) T a rg e t acceptance— the cou n try  agrees to  accept the 
Standard after a certain period of tim e; (3 .) Acceptance with a declara
tion  of m ore s tr in g en t req u irem en ts ; (4.) R efusal to  accept—w ith  a 
full exp lanation  of the  reasons.

A n other a lte rn a tiv e  of a “partia l accep tance” w as discussed bu t 
no t accepted a t the F ifth  Session.

A ccord ing to  a recen t article  by J. H . V. D avies (U .K . D elegate)10 
eleven S tandards have reached stage 9 and over 100 o ther S tandards 
are being processed in the  earlie r stages. C onsequently , the procedure 
is w ork ing  successfully even though  a t a slow pace, and it is virtually 
certain that the first few Standards will reach the final stage before long.

T o m ake any predictions about how  m any countries will accept 
the  available final S tandards without reservations w ould be a gam 
bling game. One has to keep in mind, however, that not every govern
m ent is free to  give full acceptance to a Codex S tan dard  w ithou t 
com plying w ith  the  rules of procedure of its own national law s and 
th is is particu larly  tru e  of the  U. S. G overnm ent. N evertheless, one 
can an tic ipate  a g radual “harm on iza tion” of certain  food standards 
on a w orld-w ide basis as the resu lt of the efforts of the  Codex Alim en- 
ta riu s Com m ission.

O ther o rgan izations doing w ork on in ternational standards which 
are closely related  to  food stan dards and, in fact, sometimes involve 
food stan dards as such, are the In te rn a tio n a l O rgan ization  for S tan d 
ard ization  (IS O ) and the  P an  A m erican S tandards Com m ission 
(C O P A N T ) bo th  of w hich cooperate closely w ith  the U SA  Standards 
In s titu te  (U S A S I). T he ISO  has one T echnical C om m ittee IS O /T C  
34 for A g ricu ltu ra l P ro du c ts  w hich includes foods and feeds and 
w hich develops and recom m ends stan dards (m ostly  technical) for 
in terna tional use. C O P A N T , on the o ther hand, is a regional o rgan i
zation operating in Latin America and w hich has a close association 
w ith  L A F T A .11

T his is by no m eans a com plete lis tin g  of in ternational o rgan iza
tions engaged in the  d raftin g  of s tan dards for foods and re lated  items.

10 See footno te 9. 11 See footno te 9.
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O ne of the m ost im p ortan t tasks w hich needs to be perform ed du ring  
the nex t decade, in m y opinion, is a b e tte r coordination of the efforts 
of all these organ izations so as to  avoid an unnecessary  duplication  of 
th e ir  efforts and to  achieve a m ore effective im plem entation  of th e ir  
recom m endations.

The task of a systematic international “approximation” or “harm on
ization” of food laws is being g rea tly  aided by several educational and 
scientific in stitu tions. T he recen tly  (1966) founded Food L aw  Re
search C entre a t B russels U n iv ersity  under the  direction of Professor
E. J. Bigwood and Dr. A. Gérard undertook the publication of a four 
volum e stu dy  en titled  : “F undam enta l P rincip les and O bjectives of a 
C om parative Food L aw ”, the first two volumes of which have already 
appeared .12 The efforts of th is R esearch C entre in B russels and 
those of the older “G erm an A ssociation for Food L aw  and Food 
Science” in Bonn, and of the Food and D ru g  L aw  In s titu te  in New 
Y ork, con tribu te  to  the  in terna tional discussion a w ealth  of factual 
in form ation and scholarly  th ou gh t and analysis which are so im por
ta n t in th is very  com plicated field of know ledge. [The End]

SEIZURE UPHELD BY DISTRICT CO URT
In g ran tin g  a sum m ary judgm ent on the ground tha t the product 

was an adulterated  food, and contained a new drug  in troduced into 
interstate commerce without an approved New D rug  Application, the 
U. S. D istric t C ourt in Illinois upheld a governm ent seizure of a ship
m ent of a m edicated anim al feed. T he C ourt ruled th a t the product was 
not “generally  recognized as safe.” T he governm ent's  affidavits sup
ported  the position by dem onstra ting  tha t the product, stipulated by 
the parties to be a food additive, as well as a drug, in animal feed, was 
not generally  recognized by experts as having been show n through  
scientific procedures to be safe for its intended uses. T he opposing 
affidavit of the claimant, the Court noted, could be construed only as a 
statem ent of opinion. T here was no evidence to show tha t the claim ant’s 
expert was qualified by scientific tra in ing  and experience to evaluate the 
safety and effectiveness of d rugs for use in anim als. In  addition, the 
cla im ant’s affidavit was based upon a theoretical evaluation of the active 
ingredients, and not addressed to the test of “general recognition .” 

T he C ourt ruled tha t if no genuine difference of expert opinion as 
to the fact of general recognition is show n to  exist, then sum m ary 
judgm ent is proper.

U. S . v. 7 Cartons, * * *, (DC 111., December 16, 1968), 
CCH F ood D rug Cosmetic L aw R eports ff 40,340.

12 Volum e 1 published in 1967, and the United States: Albert J. Phiebig, 
Volume 2 published in 1968 by S. K ar- Inc., B ox 352, W hite  P lains, N. Y. 
ger, Basel, Switzerland. Distributors in 10602.
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Authoritative Effect 
of FDA Regulations

By W ILLIAM  F. C O D Y

The Following Article W as Presented at the Joint Meeting of 
the Food and Drug Committee of the Administrative Law Section, 
and the Food, Drug and Cosmetic Law Division of the Corporation, 
Banking and Business Law Section, American Bar Association, Held 
in Philadelphia on August 7, 1968. Mr. Cody Is a Member of the 
Legal Department of the Corn Products Co., New York, N. Y.

T H E  C O U R T S , upon review  or enforcem ent of federal agency 
regulations, accord vary ing  degrees of au tho rita tive  effect to 
such regu la tio ns.1 R egulations a t one end of the spectrum  of au th o ri

ta tive  effect will, if enacted in accordance w ith  s ta tu to ry  procedural 
requ irem ents and no t a rb itra ry  or abusive of agency discretion , he 
trea ted  by the court as tan tam o u n t to  congressional legislation. A t 
the o ther end of the  spectrum , the court will determ ine the  m atte r 
de novo, and in effect su b stitu te  the co u rt’s own ju dg m en t for the 
agency’s regulation .

A dm inistra tion , as the vehicle for the im plem entation of leg isla
tive or executive policy, con tinually  requires choice of one in terest 
over others. Since agencies are said to tend  to consider the legitim acy 
of th e ir actions secondary in im portance to  the  positive solution of 
problem s, we have good reason to  look to  the courts for the u ltim ate  
pro tection  against executive abuse.2 Insofar as it determ ines the 
ex ten t of th is  u ltim ate  protection , the m atte r of “au tho rita tive  effect” 
of regu la tions is critical to  the  fairness, and in the long view the 
efficacy, of our system  of adm in istra tion  of law s. No one seriously 
suggests th a t the cou rts  should supervise every action of ez'ery agency, 
or regu larly  su b stitu te  judicial discretion  for agency discretion. H ow 

1 By the te rm  “regula tions,” I m ean m inistrative P rocedure Act. 5 U. S. C. 
to res tric t th is discussion to agency 551(4).
“ru les” as opposed to  agency “o rders” 2 Jaffe, Judicial Control of Adminis- 
as those term s are defined in the Ad- trative Action  (1965), 323-325.
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ever, there  are instances w hen judicial review  is critical, regard less  
of the m otives of the agency. As Justice  B randeis said in his d issen t 
to  the  Olmstead d ec isio n :

“ E xperience should teach us to be m ost on our guard  to p ro tec t liberty  
w hen the governm ent’s purposes are beneficent. . . . T he g rea test dangers to  
liberty  lu rk  in insidious encroachm ent by m en of zeal, w ell-m eaning, but w ith 
ou t und erstanding .” Olmstead v. U. S ., 277 U. S. 438, 479-9, 72 L. Ed. 944 (1928).

T he term s “leg islative” and “ in te rp re ta tiv e” have been used to 
classify regulations w ith  respect to  au tho rita tive  effect, w ith  the 
form er considered to  be sub ject to less judicial review  than  the 
la tte r .3 W h ere  the  s ta tu te  does no t p u rp o rt to create a sub stan tiv e  
rule, bu t provides expressly th a t failure to com ply w ith  agency regu
lations on a particu lar sub ject will constitu te  a violation of the s ta tu te , 
the agency regulations are usually  said to  be “leg islative.” T he term  
“ in te rp re ta tiv e” is usually  applied w here the s ta tu te  does create a 
substan tive  rule, bu t w here the  s ta tu to ry  com m and is m ore or less 
general, and the  agency (usually  under general au th o rity  to  make 
regulations for the  enforcem ent of the s ta tu te )  enacts a  regula tion  
in te rp re tin g  and defining the  general language of the s ta tu te .4 Cer
tain ly , bo th  the  “leg islative” and the “ in te rp re ta tiv e” rule m ay be 
“sub stan tiv e ,” insofar as bo th  m ay express stan dards of conduct.5 * 
T he leg isla tive-in terp reta tive  classification, and its im plications for 
judicial review , w ere sum m arized by the  A tto rney  G eneral’s Com 
m ittee on A dm in istra tive  P rocedure  in 1941:

“A dm inistrative rule-m aking, in any event, includes the form ulation of both 
legally bind ing regulations and in te rpre tative regulations. T he form er receive 
s ta tu to ry  force upon going into effect. T he la tte r do not receive s ta tu to ry  force 
and the ir validity is subject to challenge in any court proceeding in which their 
application m ay be in question. T he sta tu tes  them selves and not the regulations 
rem ain in theory  the sole criterion  of w hat the law  au thorizes or com pels and 
w hat it forbids. . .

L egislative regula tions are th us som etim es said to  have the 
“force of law ,” insofar as they  are sub jec t to  only the  m inim um  
judicial review , required  by the C onstitu tion  and the A dm inistra tive  
P rocedure  A ct.7

3 For example, Davis, Administrative 
Law  (1958), §5.03.

4 T he term inology is not en tirely  sa t
isfactory, as P rofesso r Davis points 
out, since giving m eaning to vague or 
am biguous language m ay be as crea
tive as any legislative process, though
by the above criteria classified as in
terpreta tive. Davis, book cited at foot
note 3, § 5.03, 304-305.
PAGE 196

3 “Opinion of Federal T rade Commis
sion re T rade  R egulation R ules (A d
vertising  and L abeling  of C igare tte s)” 
29 Fed. Reg. 8324, 8365, note 131 
(Ju ly  2, 1964).

0 R eport of A tto rn ey  G eneral’s Com 
m ittee on A dm inistrative P rocedure 
(1941).

' S U . S .  C. 704, 706.
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Classification of a particu la r regula tion  as legislative or in te r
p re ta tive  depends upon the  leg islative in ten t as m anifested in the 
enab ling  s ta tu te . S ub ject to  lim ita tions regard in g  delegation of leg is
lative pow ers, C ongress certa in ly  may  delegate to an agency the 
pow er to  “ leg isla te” substan tive  stan dards no t spelled ou t in the 
enabling  s ta tu te .8 H ow ever, Congress should no t be deem ed to have 
in tended such a delegation of its legislative pow er w here the  delega
tion  is no t expressed in unequivocal term s. W here  the  delegation 
is explicit, the  courts have found agency pow er to  prom ulgate  “ leg is
la tive” regu la tions.9 O therw ise, regu la tions should be presum ed to 
be “ in te rp re ta tiv e .”

Rules of Conduct
T he  Food and D ru g  A d m in istra tion  (F D A ) has recen tly  pub

lished proposed regu lations w ith  respect to  “C u rren t Good M anu
fac tu rin g  P rac tice” for hum an foods.10 T he proposed regulations, 
w hich I will hereafter refer to  as the “food G M P regu la tions,” estab 
lish rules of conduct for alm ost every aspect of the m anufacturing , 
processing, pack ing and ho ld ing of food, from  receipt of raw  m aterials 
to  the handling  of finished product and from  the design and con
dition  of p lan t bu ild ings and grounds to  the processes, equipm ent 
and personnel tra in in g  and hygiene.

O bviously, the  au tho rita tive  effect of these regulations will be 
of considerable im portance to  the food industry . T he proposed reg u 
la tions them selves are no t a t all clear as to  the  au tho rita tive  effect 
they  p u rp o rt to  h a v e ; they  sta te  only th a t the  criteria  specified in 
the  regula tions shall “app ly” in determ in ing  w hether foods are p ro 
duced under “san ita ry  conditions.” T he  no tices of publication sta te  
th a t the  regula tions are p rom ulgated  under Sections 40 2 (a)(4 ) and 
701(a) of the Food, D rug  & Cosm etic A ct.11 T he sole substan tive

8 Davis, book cited at footno te 3, 
302, (note IS).

9 F or exam ple, Boynton v. Pedrick,
136 F . Supp. 888, 890 (SD  N Y  1954), 
aff’d 228 F . 2d 745 (CA-2, 1955). T he
sta tu te  provided th a t “ . . . [ W h e n 
ever in the opinion of the  C om m is
sioner the use of inventories is neces
sary  . . . inventories shall be taken 
. . . upon such basis as the C om m is
sioner . . . m ay prescribe as conform 
ing . . .  to  the best accounting p rac
tice . . . and as m ost clearly  reflecting 
the incom e.” T he court held th a t “ . . . 
the effect of [the regulation  enacted

thereunder] as a legislative ra th e r than 
an interpretive regulation is quite clear.” 

10 T he initial proposal appeared a t 
32 Fed. Reg. 17980 and follow ing 
(D ecem ber 15, 1967); a revised pro
posal was published at 33 Fed. Reg. 
19023 and follow ing (D ecem ber 20, 
1968).

1121 U. S. C. 342(a)(4) (“A food 
shall be deem ed to  be adulterated  . . . 
if it has been prepared, packed, or 
held under insan ita ry  conditions w here
by it m ay have becom e contam inated 
w ith  filth, or w hereby it m ay have 

(Continued on next page.)
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s ta tu to ry  basis for the  regulations is clearly Section 402(a) (4 ) ’s 
prohibition of . . in san ita ry  conditions . . . w hereby [the food] 
m ay have becom e con tam inated  w ith  filth . . . ,”12 I will refer he re 
after to  th a t provision of the A ct as the “ In san ita ry  C onditions 
P rovision .”

T he agency has described the food GM P regulations as fo llo w s:
“T he F D A  believes all of these businessm en processing or handling  foods 

can be significantly helped and kept up-to-date on current good m anufactu rin g  
practices if the essential principles are w ritten  into a set of regula tions th a t will 
im plem ent, interpret, and have much the effect of the law . . .” “G M P ’s F o r the 
Food Industry,” F D A  Papers, March, 1968, page 25 (emphasis added).
In  o ther inform al pronouncem ents, agency officials have indicated 
th a t regulations prom ulgated  under Section 701(a) as the  food G M P 
regulations would be, m ay have the  “ s ta tu s of law ” characteristic  of 
legislative regu la tio ns.13 The food indu stry  quite clearly believes
(Footnote 11 continued.) 
been rendered injurious to health .” ) 
and 21 U. S. C. 371(a) ( “T he au thority  
to prom ulgate regula tions for the ef
ficient enforcem ent of this chapter, ex
cept as otherw ise provided in this sec
tion, is vested in the Secre tary .” ). 
T h ere  is no m ention of “ C urrent Good 
M anufacturing P ractice” w ith respect 
to foods in the Act.

12 I t  should be noted th a t the sta tu te  
does not p rohib it all insan itary  condi
tions, but only those “. . . w hereby 
[the food] m ay have become contam 
inated w ith filth . . In  Berger v. 
United States, 200 F. 2d 818, 821-822 
(CA-8, 1952), it w as held th a t the 
quoted language implied a requirem ent 
of a “reasonable possibility” of con
tam ination , and thereby  afforded suf
ficient definition and w arn ing  of the 
prohibited conduct to  preclude the de
fense of vagueness. T he food G M P 
regulations define “sanitary conditions.” 
(21 C F R  § 128.2). T he proposal of 
D ecem ber 15, 1967, did not tie the p ro 
scribed practices to the “reasonable 
possibility” of contam ination required 
by Berger. T herefore, the regulations 
did not appear to com prise a com 
plete definition of the s ta tu to ry  s tan 
dard  of conduct. M ost of the substan 
tive provisions in the D ecem ber 20, 
1968 proposal p rohib it the practices in
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question only w here they m ay con
tribute to contamination of the food. (For 
example, 21 CFR § 128.3, 128.4, 128.6 and 
128.7.) H ow ever, some of the substan
tive provisions of the D ecem ber 20, 
1968 proposal are not tied to the pos
sibility of contam ination of the food. 
(F o r example, 21 C F R  § 128.5(a), (b ), 
(c )(1 ), (c )(2 )  and (e ); § 128.8(b)(3), 
(b )(4 ), (b )(5 ), (b )(6 ), (c) and (d ) .)  
T he indefinite pu rpo rt of the regu la
tions is com pounded by the fact th a t 
the regulations in the D ecem ber 20, 
1968 proposal are couched in varying 
term s, such as “should,” “ shall” or 
“m ust,” in connection w ith  substan
tive requirem ents. T h is  usage appar
en tly  follows from  F D A ’s s tatem ent in 
the notice accom panying publication 
of the proposal th a t some of the re 
quirements are “mandatory” and others 
are “d irectory .” T he distinction is not 
en tirely  clear; how ever, it is appar
en tly  a m easure of response to the in
du stry  position th a t these regulations 
should be no m ore than “guidelines.”

13 Goodrich, “Rule-M aking as Viewed 
by the Com m issioner, the Congress, 
and the  C ourt,” 22 F ood D rug & Cos
metic Law J ournai. 613 (1967) ; Good
rich, “S tatus of M ajor P roposals and 
R egulations,” 22 F ood D rug & Cos
metic L aw J ournal 642 (1967).
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th a t the  regula tions are “in te rp re ta tiv e ,”11 * * 14 and the  question  of the 
au tho rita tive  effect of the  food G M P regulations will have to  be 
determ ined by the courts in the  near future.

C onsideration of th is question  should begin w ith  a review  of the 
ru le-m aking provisions of the Food, D rug  and Cosm etic Act. W ith  
respect to  the adu ltera tion  and m isbrand ing  of foods and  drugs, the 
A ct contains tw o basic ru le-m aking provisions. Sections 701(e), (f) 
and (g ), w hich I shall refer to  as the  “ Special R ule-M aking P ro v i
sion,” refer to six specific s ta tu to ry  provisions, and provide th a t 
regu la tions im plem enting those provisions will be sub ject to specified 
requirem en ts of notice and hearing, evidence of record in support of 
findings and orders, and specific tim e and forum  for judicial review .15 16 * 
T he In san ita ry  C onditions P rovision of Section 40 2 (a)(4 ) is not one 
of the six  provisions referred  to  in the Special R ule-M aking P ro 
vision. All o ther ru le-m aking proceedings (except those regard ing  
s ta tu to ry  provisions w hich contain th e ir  own rule-m aking procedures 
or incorporate the Special R ule-M aking P rovision) fall under Section 
701(a) (see footnote 11), which authorizes FD A  to m ake regu la
tions for the  “enforcem ent” of the Act, and w hich I shall refer to  as 
the  “ G eneral R ule-M aking P rovision .” I t is therefore apparen t, from 
the s tru c tu re  of the  A ct, th a t Congress contem plated  tw o general 
categories of regulations, and th a t the food G M P regulations fall 
under Section 701(a), the G eneral R ule-M aking category. N either 
th e  Special nor the G eneral R ule-M aking provision of the  A ct con
ta ins any express provision regard in g  the au tho rita tive  effect of 
regu la tions enacted th ereu n d er.18 H ow ever, the legislative h isto ry  
and  the  s tru c tu re  of the  A ct stron g ly  suggest a d istinction  in th is 
respect betw een these tw o categories of regulations.

Legislative Regulations
In the H ouse Com m ittee R eport accom panying the bill which 

becam e the 1938 Food, D ru g  and Cosm etic Act, the  s ta tu to ry  provi-
11 See C om m ents filed w ith the D e

p artm en t of H ealth , E ducation  and
W elfare H earing  Clerk w ith  respect to
the proposed regulations (footnote 10).

15 21 U . S. C. 371(e), (f) and (g ).
16 T he Special R ule-M aking P rov i

sion, how ever, implies, by its “ sub
s tan tia l evidence of reco rd” criterion  
for agency action, that a reviewing court 
m ay not substitu te  its ow n discretion
for tha t of the agency, w hereas the

G eneral R ule-M aking Provision con
tains no such im plication. See Federal 
Security Administrator v. Quaker Oats 
Co.. 318 U. S. 218, 63 S. Ct. 589 (1943) 
and Willapoint Oysters, Inc. v. Ewing, 
174 F. 2d 676, 686 (CA-9, 1949). See 
also Byrd v. United States, 154 F. 2d 
62, 63 (CA-5, 1946), which holds that 
the rule-m aking au thority  under Sec
tions 701(e) and 604 (re la ting  to  coal 
tar colors and since repealed) was 
“quasi-legislative” in nature.
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sions referred  to  in Section 701(e), the Special R ule-M aking p rov i
sion, were said to au thorize  regula tions w hich would have the  “force 
of law ” ra th e r than  being “m erely in te rp re tiv e ,” and violations of 
w hich w ould constitu te  v iolations of the s ta tu te .17 Congress thus 
clearly in tended regulations enacted under the Special R ule-M aking 
Provision to  be “leg islative.” On the  o ther hand, no specific s ta te 
m ent w as m ade as to  the au tho rita tive  effect of regula tions enacted 
under Section 701(a), the G eneral R ule-M aking Provision, w hich ( to 
ge ther w ith  the In san ita ry  C onditions P rovision) w as also enacted 
in to law  in the 1938 Act. C ongress therefore appears to have dele
gated  “ leg islative” ru le-m aking au th o rity  only pu rsu an t to the Special 
R ule-M aking Provision, and in the G eneral R ule-M aking Provision, 
to  have conferred the pow er to enact only w h at the C ongress referred  
to  as “m erely in te rp re tiv e” regu la tions.18

This dichotomy is further illustrated by the structure of the statute 
itself. T he s ta tu to ry  provisions referred to  in Section 701(e), the 
Special R ule-M aking Provision, insofar as they  provide for regu la
tions, do no t them selves contain any com plete substan tive  rules of 
conduct unless and until the F D A  regulations th ereunder have been 
enacted. T hese provisions are not se lf-executing ; Congress has in 
ten tionally  left in terstices in the s ta tu to ry  schem e, which are intended 
to be filled by agency regulations. F or exam ple. Section 403(j ) p ro 
vides th a t a food for special d ie tary  use shall be deem ed m isbranded 
unless its label shall contain the in form ation required by F D A  regu
la tions.19 T here  can be no violation of th is provision until there  are 
regula tions ; the regula tions au thorized  by th is provision are thus 
clearly “ leg isla tive” in nature. On the o ther hand, the basic s ta tu to ry  
provisions other than those referred to in the Special R ule-M aking 
Provision, are clearly self-executing. For exam ple, it has been held th a t

17 “Such regulations [ th a t is, 701(e) 
regulations] are not merely interpretive. 
They have the force and effect of law  
and must be observed." H . R eport No. 
2139, 75th Cong., 3d Sess. (1938), page 
12 (em phasis added).

18 See footno te 17. A fu rther s ta te 
ment in H. Report No. 2139 (Page 11) 
reinforces this in te rp re ta tio n : “Sec
tion 701 relates generally  to regu la
tions. In  the case of regulations, the 
violation of which constitutes an offense, 
it is required th a t appropriate  notice 
of a  public hearing be given and that 
adequate tim e shall be given after the
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prom ulgation  of a regulation before it 
becom es effective.” (em phasis added). 
Since only  the Special R ule-M aking 
Provision requires notice, hearing  and 
postponed effective date, there is a 
s trong  suggestion in the quoted lan
guage tha t only the regulations en
acted under the Special R ule-M aking 
Provision were intended to have legis
lative effect.

16 “A [special d ietary] food shall be 
deem ed to be m isbranded . . . unless 
its label bears such inform ation . . . 
as the Secre tary  . . .  by regula tions 
prescribes . . . .” 21 U. S. C. 343(j ).
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Section 4 0 2 (a )(4 ), the In san ita ry  C onditions Provision, affords in 
itself a substan tive  rule of conduct.20 T he Suprem e C ourt has ruled 
th a t the  m ore nearly  self-executing a s ta tu te , the lesser the delegation 
of ru le-m aking pow er to  the agency th a t is to  be implied.

“T he w ider a delegation is m ade by C ongress to an adm inistra tive agency 
the m ore incom plete is a s ta tu te  and the am pler the scope for filling in, as it is 
called, its details.”21
I t  thus seem s reasonable to  infer from the s tru c tu re  of the s ta tu te  
itself th a t C ongress in tended to  delegate no m ore than  in te rp re ta tive  
ru le-m aking au th o rity  w ith  respect to  the In san ita ry  Conditions P ro 
vision.

The “ Force of Law " Concept
Several recent judicial pronouncem ents, how ever, m ay appear to  

suggest th a t regu la tions prom ulgated  under the  G eneral R ule-M aking 
au th o rity  of Section 701(a) have the  “force of law .” H ow ever, it is 
m y opinion th a t these decisions relate  only to  “ force of law ” w ith 
respect to  “ripeness” for judicial review , and do not deal a t all w ith  
the question  of the au tho rita tive  effect of the regula tions w ith  respect 
to  scope of judicial review. In Abbott Laboratories v. Gardner, CCH 
F ood Drug Cosmetic Law Reports 40,258, 387 U. S. 136, for example, 
the Suprem e C ourt m ade the  follow ing sta tem en t w ith respect to 
regula tions prom ulgated  under Section 701(a) :

“T hese regulations are not m eant to advise the A tto rney  General, but 
purport to be d irectly  au thorized by the statu te. T hus, if within the Commis
sioner’s authority, they  have the status of law  and violations of them  carry  
heavy crim inal and civil sanctions . . . Pages 151-52 (em phasis added).
T his sta tem en t, how ever, w as m ade in the contex t of the question 
decided— ripeness ( th a t is, tim eliness) for any judicial review whatso
ever, ra th e r than  the app ropria te  scope ( th a t is, quantum ) of judicial 
review  w hen judicial review  is in fact gran ted . A m ong o ther requi
sites, regu la tions are ripe for judicial review  only if they  have an 
im m ediate effect upon the conduct of the regula ted  persons.22 R egu
lations p u rp o rtin g  to  com prise self-executing rules of conduct are 
said to  have such im m ediate effect, and th is effect is often referred 
to  by the courts as the  “force of law .” In  its trea tm en t of th is concept 
of im m ediate effect, the  A bbott decision relied heavily upon CBS, Storer

20 See Berger v. U. S., see footnote 
12; U. S. v. 1500 Cases . . . Tomato 
Paste, 236 F . 2d 208, 212 (CA-7, 1956); 
and cases cited in the la tte r decision.

21 Addison v. H olly H ills Fruit Prod
ucts, 322 U. S. 607, 616, 88 L. Ed. 1488
(1944).

22 Columbia. Broadcasting System  v. 
U. S„  316 U. S. 407, 86 L. Ed. 1563 
(1942); U. S. v. Storer Broadcasting 
Co., 351 U. S. 192, 100 L. Ed. 1081 
(1956); Frozen Food Erpress v. U. S., 
351 U. S. 40, 100 L. E d. 910 (1956).
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and  Frozen Food Express, (see footnote 22). T he la tte r  th ree  decisions 
found regulations ripe for review  upon the  grounds th a t the  regu la
tions had, as the proposition w as s ta ted  in Frozen Food Express, 

. . im m ediate and practical im pact . . and th a t regu la ted  persons, 
w ho d isregarded  the regulations, did so, . . a t the  risk  of in curring  
crim inal penalties . . and th a t the regula tions w ere . . no t th e re 
fore abstrac t, theoretical, or academ ic . . .” and w ere therefore ripe 
for judicial review .23 On the o ther hand, a regulation  which provides 
only th a t certain  action “m ay be” taken  by an agency in the event 
of particu lar conduct by a regulated  party  lacks th is im m ediate 
effect.24 The term “status of law” is used in the Abbott decision only 
w ith  respect to  th is concept of im m ediate effect as related  to ripe
ness, and the s ta tem en t quoted above from  the Abbott decision thus 
rela tes only to  ripeness. T he app ropria te  scope of judicial review was 
not before the C ourt in Abbott, which involved an appeal from  the 
D is tric t C o urt’s dism issal of a com plain t by reason of non-ripeness, 
nor was the question of scope of review  involved in the  com panion 
cases, Gardner v. Toilet Goods Association, CCH F ood Drug Cosmetic 
L aw Reports fl 40,260, 387 U. S. 167, 18 L. Ed. 2 704 (1967) and Toilet 
Goods Association v. Gardner, (see footnote 24), w here the appeals had 
been taken before any trial had been had on the  m erits, and the only 
question presented  w as ripeness.

“Force of law ” w ith respect to  ripeness is therefore not related 
to  au tho rita tive  effect or scope of review , and th us does no t bear at 
all upon the  “ leg isla tiv e-in terp re ta tive” classification question .25 In 
Storer, on which the Supreme Court relied substantially in the Abbott 
decision, the  cou rt found F C C ’s m axim um -station-ow nersh ip  regu la
tion to have the  force of law  w ith  respect to ripeness. H ow ever, in

23 See footno te 22, 351 U. S. at 44.
24 Toilet Goods Association v. Gard

ner, CCH F ood D rug Cosmetic L aw 
R eports 1f 40,259, 387 U. S. 158, 164 
(1967).

23 T he argum ent was advanced by 
F D A  in the Abbott, and TG A  cases that 
since the regulations involved were 
“ in te rp re ta tive” ra the r than “legisla
tive,” they w ere not ripe for review. 
See, for exam ple, B rief for R espon
d en ts  G ardner et al (pp 8-11, 15) in 
A bbott Laboratories v. Gardner, above. 
Of the courts involved in the Abbott 
and TG A  litigation, only the T h ird  
Circuit C ourt of A ppeals found this 
“leg islative-in terpreta tive” d istinction
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relevant to the ripeness issue, (See 
Abbott Laboratories v. Gardner, CCH 
F ood D rug Cosmetic L aw R eports 
1140,206, 352 F. 2d 286, 289 (CA-3, 
1965)), and the T h ird  C ircuit’s ripe
ness ruling was reversed by the Su
preme Court. Indeed, the D istrict Court 
and the C ourt of Appeals in TG A  
sta ted  unequivocally th a t the “legisla
tive-in terpretative” d istinction w as not 
even germ ane to the issue of ripeness. 
Toilet Goods Association v. Celebrezsc, 
235 F. Supp. 648,65, (SD  NY , 1964); 
Toilet Goods Association v. Celebresse, 
360 F . 2d 677, 686 (2d Cir., 1966), and 
these rulings w ere affirmed by the Su
prem e Court.
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response to  S to re r’s a rgum en t th a t such prospective ru le-m aking 
deprived S to rer of its r igh t to  a hearing  on specific facts, the C ourt 
s ta ted  em phatically  th a t the regulation  w ould be sub ject to fu rth e r 
review  w hen applied to  specific adjud icative situations, in spite of the 
fact th a t the  m axim um  num ber of s ta tion s specified in the  regula tions 
pu rported  to  be a final rule. T he  C ourt s a id :

W e read the A ct and R egulations as provid ing a “full hearing” for appli
cants who have reached the ex isting lim it of stations, upon their p resenta tion  
of applications . . . th a t set ou t adequate reasons w hy the Rules should be 
waived or am ended. (See footno te 351 U. S. a t 205.)20
T hus, although  the  rules had such “force of law ” as to  be ripe 
for review , affected parties re ta ined  the  r ig h t to question the reason
ableness of the ru les as applied to  specific fact s itu a tio n s ; clearly  the 
rules did no t have such “force of law ” as to  be considered “leg islative 
ru les” for purposes of scope of review  and au tho rita tive  effect.

“Force of law ” for ripeness purposes, therefore m eans the im m e
diacy of in ju ry  from  w h at the agency has purported to do or require 
in its regu lation , and it stops sho rt of the  question of w hether the 
agency has the  pow er, or correctly  exercised the power, to  do or re
quire w hat its regu lation  pu rp o rts .26 27 I t  is som ew hat akin to  a m otion 
addressed to  the sufficiency of a p lead in g ; for purposes of the motion, 
the pleading is taken  a t face value, and its allegations are presumed 
to  be true. H ow ever, if the m otion is denied, the allegations m ust 
th e reafte r be proven a t tria l. In  Abbott, the Supreme C ourt decided 
th a t the regu la tions were “ripe” for review , bu t left open the ques
tion of w hether the regula tions w ere “w ith in  the C om m issioner’s 
au th o rity .”28 F u rth erm ore , in the  case of the regula tions found ripe 
for review  (and th us hav ing the  “force of law ” for ripeness purposes) 
in Gardner v. TG A , the District C ourt, on rem and, review ed the regu
lations to  th a t broad ex ten t w hich P rofessor D avis calls “sub stitu tion  
of the  co u rt’s ju dg m en t for the  agency’s.”29 T he Suprem e C o urt’s 
determ ination  th a t these regu la tions had the  “force of law ” for ripe
ness purposes did no t deter the  D istric t C ourt from  hold ing th a t th e  
regula tions exceeded F D A ’s s ta tu to ry  au tho rity . A lthough  the D istric t

26 See also N B C  v. U. S„  319 U. S. 
190, 225, 87 L. Ed. 1344, 1367 (1943), 
w here a sim ilar sta tem en t w as m ade 
w ith respect to the Chain B roadcasting  
R egulations involved in C B S v. U. S., 
see footnote 22, another decision upon 
w hich the Abbott decision relied.

27 See, for exam ple, C B S v. U. S.,
316 U . S. a t 422 (regulations w ere
“. . . couched in term s of com m and . . .

and . . . m ust be taken by those en
titled  to rely upon them  as w h at they 
purport to be.”) (em phasis ad ded); 
Abbott Laboratories v. Gardner, 387 U. 
S. at 151-152.

28 See footnote 27, 387 U. S. at 151.
29 Toilet Goods Association v. Gard

ner, 278 F. Supp. 786 (S D  N Y , 1968); 
Davis, book cited at footnote 3, § 5.03 
p. 315.
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C o urt did no t discuss the app ropria te  scope of review , its s ta tem en t 
that the regulations were to be deemed valid in the absence of a showing 
th a t . . they  are plain ly inconsisten t w ith  the  s ta tu te  they  seek to  
in te r p r e t . . indicates th a t the  C ourt considered the  regula tions 
to  be “ in te rp re ta tiv e” regula tions for purposes of scope of review. 
(Page 789.) I therefore believe th a t A bbott and TG A , and their prede
cessor decisions, in te rp re t the “force of law ” concept only for ripeness 
purposes, and have no decisional effect regard in g  the scope of judicial 
review to be accorded FD A  regulations enacted under Section 7 0 1 (a ).30

implied Delegation of Authority
A nother decision w hich is said to  suggest th a t F D A  has leg isla

tive ru le-m aking au th o rity  under the  G eneral R ule-M aking Provision 
is U. S . v. 1500 Cases . . . Tomato Paste.31 The first violation of the 
A ct charged in th a t case involved Section 402(a) (3) of the  A ct.32 
T he C ourt ru led  th a t th a t provision had to  be in terp re ted  to  authorize 
F D A  to p rom ulgate  to lerances for filth, in order to  avoid a rule which 
w ould p roh ib it even the  m inute, inconsequential quan tities of filth 
w hich are ap t to  be p resen t in v irtua lly  all foods. W ith  respect to 
Section 402(a) (3), the  C ourt said :

T he Food and D rug  A dm inistra tion  should set definite s tandards in each 
indu stry  w hich, if reasonable, and in line w ith  expressed C ongressional in tent, 
w ould have the force of law. . . . W e believe th a t if the  fact th a t a lm ost all 
food contains som e filthy, putrid, and decom posed substances had been called 
to the  a tten tion  of Congress, tha t body w ould have directed the ad m in istra to r 
to  provide reasonable and acceptable to lerances for these substances ju s t as it 
did in the case of poisons. (See page 211.)
In  effect, Section 40 2 (a)(3 ) did not, in itself, express a  com plete, 
viable substan tive  rule of conduct. F rom  the la tte r  fact, and from  
the  fact th a t Congress (w hen it was aware of the fact th a t no t all 
poisons could be rem oved from  foods) did provide legislative rule-

80 A detailed discussion of w hether 
the food G M P  regula tions will, upon 
final prom ulgation , be ripe for review 
is outside the scope of this paper. 
Briefly, how ever, I believe th a t they 
will probably no t be found ripe for 
review. A lthough they m igh t be said 
to have the “force of law ” for ripeness 
purposes, this facto r alone is no t dis
positive of ripeness. T he A bbott deci
sion specifies o ther tests  w hich m ust 
be m et fo r regula tions to  be ripe for 
review — e. g., g rav ity  of consequences 
of deferred review  and presenta tion  of
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a clear legal question w hich can be 
decided by a court absen t a concrete 
enforcement context—and the food GM P 
regulations (or a t least m ost of them ) 
probably  do not m eet all of the Abbott 
criteria.

31 See footno te 20.
32 21 U. S. C. 342 (a)(3 ), w hich p ro 

vides th a t a food shall be deem ed adul
terated  “. . . if it consists in w hole or 
in pa rt of any filthy, putrid , or decom 
posed su [b ]stan ce , or if it is otherw ise 
unfit for food.”
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m aking au th o rity  for to lerances in o ther provisions of the A ct, the  
Court found an implied delegation of legislative rule-m aking au tho rity . 
W ith  respect to  the second charge, under the  In san ita ry  Conditions 
Provision, the C ourt expressed the  follow ing d ic tu m :

[W ]e  have a  na tu ra l tendency to  equate the standard  w ith the average 
condition of canneries th roughou t the  country. If  the Federal Food and D rug  
A dm inistration  desires to im prove th a t average, it w ould be m ore likely to  
receive the support of the courts if it prom ulgated  regulations w hich provided 
detailed s tandard s as to cleaning procedures, screens, hygiene facilities, etc., pub
lishing them  to  food packers as the requisites for com plying w ith  21 U . S. C. A. 
§ 342(a) (4), and then seizing food packed in p lants not m eeting  the specific 
standards s e t . . . .  P age 212.
T his dictum  does no t necessarily  m ean th a t regu lations regard 
ing the In san ita ry  C onditions P rovision will be given legislative effect. 
No im plied C ongressional delegation w as even m entioned by the  
C ourt w ith  respect to  the  In san ita ry  C onditions Provision, and such 
delegation is critical to the existence of legislative rule-making authority. 
M oreover, the In san ita ry  C onditions P rovision has been held to express 
a com plete, viable substan tive  rule of conduct.33 T he C ourt sim ply 
says th a t if F D A  desires to  im prove the  in du stry  average (the  s tan d 
ard im plied), FD A  should promulgate standards, before seizing products 
m anufactured  in circum stances no w orse than  the industry  average. 
N o th ing  is said of any au tho rita tive  or b ind ing  effect of such stan d 
ards upon courts. T o  advise and guide the in du stry  before enforce
m ent action w ould be sensible, fair regu la to ry  practice and would 
no t presuppose b inding, legislative regulations. T he dictum  th us con
ta ins no im plication as to  the legislative or in terp re ta tive  charac ter 
of regu la tions re la tin g  to  In san ita ry  Conditions.

I m ight also po in t ou t th a t F D A  has sta ted  inform ally th a t be
fore proposing these food G M P regulations, it solicited in du stry  
views, “ [ A lth o u g h  no t required  to  do so by sta tu te . . . .”34 T his is 
app aren tly  a reference to  the exception from  Section 4 of the A dm in
istra tive  P rocedure  A c t’s requirem ent of notice of proposed ru le- 
m aking in the  case of “ . . . in terp re ta tive  rules . . .,”35 and indicates 
th a t FD A  itself has trea ted  these regula tions as “in te rp re ta tiv e .”36

I therefore conclude th a t the food G M P regulations are p roperly  
classified as in te rp re ta tive  for purposes of scope of judicial review.

33 See Berger v. U. S., footnote 12.
34 See “G M P’s For the Food Industry” 

F D A  Papers, M arch, 1968, page 25.
35 5 U. S. C. 553(b).
36 See American President Lines Ltd. 

v. Federal Maritime Commission, 316

F. 2d 419, 422 (D C  Cir., 1963), hold ing 
th a t regulations published w ithout no
tice, pu rsuan t to this exem ption from  
A P A  notice requirem ents, are m erely 
opinions of the agency and do not 
bind the court unless it elects to adopt 
them .
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The Spectrum of Authoritative Effect
T he second aspect of the  question is the app ropria te  scope of 

review  of the  F D A  food G M P regulations as “ in te rp re ta tiv e” reg u 
lations. In te rp re ta tiv e  regulations m ay be given vary ing  degrees of 
au th o rita tiv e  effect by  review ing courts, rang ing  from  v irtua lly  b ind
ing effect, a t the one extrem e, th ro ug h  a high ly persuasive effect, in 
the  m iddle of the spectrum , to m erely advisory  or guidance effect 
w hich the  court m ay overlook if it w ishes, a t the  o ther end of the 
spectrum .37 T he factors w hich the cou rt will consider, in classify ing 
a regulation  som ew here on th is  spectrum  of au tho rita tive  effect, a re :

(1) W h e th e r the  court agrees w ith  the  re g u la tio n ;
(2) W h e th e r adm in istra tive  expertise, and judicial inexpertise, 

characterize  the  sub ject m atte r ;
(3) W h e th e r the regula tion  is a construction  m ade contem po

raneously  w ith  the enactm ent of the s ta tu te  by persons likely to have 
partic ipa ted  in its e n a c tm e n t;

(4) W h e th e r the regula tion  has been long in e ffec t; and
(5) W h eth er the s ta tu te  has been re-enacted w ith  the regulation  

in effect and know n to the leg isla tu re .38
W ith  respect to  the  food G M P regulations, the first and second 

factors no ted  above would be the only relevan t factors, the  first being 
likely to serve frequently  as an “unarticu la ted  m ajor prem ise.” T he 
second factor, agency expertise and judicial inexpertise, has been 
described by the Suprem e C ourt, in the contex t of the N ational L abor 
R elations B oard’s ru le-m aking powers, as fo llo w s:

W e consider th a t the ru lings . . .  of the ad m in istra to r under this Act, 
while not contro lling  upon the courts by  reason of their au thority , do constitu te 
a body of experience and inform ed judgm ent to w hich courts and litigants m ay 
properly  reso rt for guidance. T he w eight of such a judgm ent in a particu lar 
case will depend upon the thoroughness evident in its consideration, the validity  
of its reasoning, its consistency w ith  earlier and la te r pronouncem ents, and all 
those factors which give it pow er to persuade, if lacking pow er to control. 
Skidm ore v. S w ift & Company, 323 U. S. 134, 136-140, 89 L. Ed. 124, 129(1944).

C ertainly , the technical expertise and accum ulated experience of 
F D A  require th a t some persuasive effect should be given to  the food 
G M P regu lations by a cou rt in an enforcem ent action. T he food 
m anu fac tu ring  industry , w ith  its im plications for the public health , 
is sim ply too com plex, and too sensitive, an area for a court to  set 
itself up as an expert w ith  qualifications equal to  those of F D A  in

37 Davis, book cited at footno te 3, 38 See footno te 37, § 5.03 p. 300.
§ 5.05, p. 314, and following, and cases 
cited therein.
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th e  area of con tam ination  or adu ltera tion  of foods. I w ould expect 
the courts to treat these regulations in the manner in which the Supreme 
C ourt, in the  language quoted earlier from  the Skidm ore decision, has 
trea ted  agency ru lings em bodying  agency expertise  and experience. 
Such trea tm en t should, in any event, provide for a full hearing  by the 
cou rt as to  the reasonableness of the  regu la tions as applied to  the 
particu lar factual context. T h is w ould no t be de novo review, but 
ra th e r consideration  of w h eth er the  in te rp re ta tio n  set fo rth  in the 
regu la tion  should be applied in a specific factual context. I t  would, 
in effect, consist of a finding by the cou rt as to  w hether the  practice 
in question  would, in the  particu la r con tex t, resu lt in a reasonable 
possib ility  of con tam ination  of the  food product.

Federal Trade Commission (FTC)
T he F ederal T rad e  Com m ission (F T C ) has taken such a position 

w ith  respect to  enforcem ent proceedings involving regulations of 
general and prospective effect, in the con tex t of an enab ling  sta tu te  
w hich m ore clearly  justifies substan tive  ru le-m aking of th is na tu re  
th an  does the Food, D ru g  and Cosm etic A ct.38 39 In  its opinion regard 
ing the c ig arette  advertising  T rad e  R egulation  Rule, the F T C  pro
vided an excellent analysis of the au tho rita tive  effects of its T rade 
R egulation  Rules. T he F T C  first pointed ou t th a t it has s ta tu to ry  
pow er to  adjud icate w ith  respect to  advertising  practices, and thus 
to  create sub stan tiv e  law  on a case-by-case basis, and also th a t it has 
been em pow ered by Congress to  create preventive, ra th e r than  puni
tive, trade  regula tion  policy.40 T hese considerations, to ge ther w ith 
the exhorta tions of courts and com m entato rs th a t agencies do m ore 
by way of prospective ru le-m aking and less adversary  adjud ication , 
suggested  to  the F T C  th a t it should proceed, in certain  areas, by 
prospective ru le-m aking.41 T he opinion lists ten specific factors 
w hich favor prospective ru le-m aking over case-by-case adjud ication  
as a m eans for developing substan tive  law .42 As far as s ta tu to ry  
au th o rity  to prom ulgate  the trade regula tion  rules, the Com m ission

38 See “ O pinion of Federal T rade 
Com m ission re T rad e  R egulation Rules
(A dvertising  and L abeling  of C iga
re tte s ) ,” footno te S.

40 See footno te 39, at pages 8364- 
8374.

41 See footno te 39, 8365—8369.
42 See footno te 39, 8366-8368. Som e 

of those facto rs are : industry-w ide ap

plication (ra th e r than  singling out ad
judicative respondents, particularly with 
respect to  novel policies) ; partic ipation  
of all in terested  parties ra th e r than  
one or a few respondents; m ore likeli
hood of ge tting  useful legislative facts 
and opinions into the record ; p rospec
tive guidance to  avoid uncertain ty ; 
and avoidance of costly  adjudicative 
determ inations.
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held th a t the general ru le-m aking pow er set fo rth  in Section 6 (g ) of 
the F ederal T rade Com m ission A ct,43 plus the congressional purpose 
of the Act to prevent unfair trade practices, em pow er the F T C  to define 
and particu larize  by regulations the substan tive  requirem ents of the 
Act. As far as the effect of trade regula tion  rules in adjud icative 
proceedings, the Com m ission sta ted  th a t such rules fit neither of the 
conventional pigeonholes— “leg islative” or “ in te rp re tiv e”—exactly.44 
The Com m ission sta ted  th a t in fu tu re  individual adjud icative p ro
ceedings, it may rely upon the findings of fact, to  the  ex ten t th a t they  
are “ legislative fac ts” ( th a t is, background facts of broad, general 
app lication) and upon considerations of law, policy, discretion and 
accum ulated  experience em bodied in the trade regulation  ru le-m ak
ing findings and conclusions, provided that no respondent’s right to a 
full tria l-type hearing  will be in fringed.45 T he Com m ission sta ted  
th a t the individual responden t is entitled  to  challenge the prop rie ty  
of app ly ing  the rule to  him  in an ad jud icato ry  proceeding, by reason 
of the Storer and N B C  decisions, (see footnote 22), FPC  v. Texaco 
Inc., 377 U. S. 33, 12 L. Ed. 2 112 (1964), and the  “official no tice” 
provision of the A dm inistra tive  P rocedure A ct.46 P ersons w ho w ish 
to  dem onstra te  th a t the rule should be am ended or w aived in the 
specific circum stances of la te r enforcem ent proceedings will be a l
lowed to  presen t evidence and a rgum en t as to such “adjud icative 
fact” issues, as opposed to  the “ legislative fac t” issues. T h is w ould 
no t be a de novo hearing, but rather a hearing  on the appropriateness 
of app ly ing general policy (“legislative fac ts” ) to  a resp on den t’s 
particu la r conduct (“adjud icative fac ts” ) .47

In  sum m ary , the FT C , in spite of its recitation  of s ta tu to ry  
au th o rity  and policy reasons for substan tive  law -m aking, decided th a t 
its prospective ru le-m aking pow ers are less than  unqualifiedly “ legis
la tive .” A lthough an agency is hard ly  the  proper p arty  to define its 
own delegated pow ers,48 th is ra th e r restric tive  agency view  of the 
au tho rita tive  effect of its ow n regu lations is m ost persuasive.

43 IS U. S. C. 46(g), w hich au tho r
izes the Com m ission “. . . to m ake 
rules and regulations for the purpose 
of carry ing  out the provisions of [the 
Act]

44 See footno te 39, 8371.
45 See footno te 39, 8371-8372.
46 S U. S. C. § 556(e).
17 T h is suggests th a t the trade regu

lation rules do little m ore than to es-
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tablish a prim a facie case, and to shift 
to the respondent the burden of com 
ing forw ard w ith rebuttal.

48 Addison v. H olly H ill Fruit Prod
ucts, see footnote 21 at 616; U. S . v. 
. . . Bacto-Unidisk, CCH F ood D rug 
Cosmetic L aw R eports f  80,194, 392 
F. 2d 21 (CA-6, 1968); review granted , 
37 U. S. L. W eek 3147 (O cto ber 22, 
1968).

FOOD DRUG COSMETIC LAW JOURNAL----APRIL, 1969



T he logic of the F T C  cig are tte  adv ertis in g  opinion regard ing  the 
r ig h t to  a fair hearing  on the  “ad jud icative fac ts” in an enforcem ent 
proceeding, is applicable to  the  F D A  food G M P ’s. F D A  has no 
ad jud icative  function regard in g  the In san ita ry  C onditions Provision 
and  th us (unlike F T C ) F D A  has no expressly delegated pow er to 
crea te  substan tive  law  in th is  area. O n the face of the  s ta tu te , and in 
practice, F D A  is an enforcem ent agency w ith  respect to  th is prov i
sion. T he pow er to  enact these food G M P regulations, and therefore 
th e ir  au tho rita tive  effect, appears to be som ew hat less th an  the F T C ’s 
pow er to  enact trade  regu la tion  rules. I w ould conclude th a t the 
F D A  food G M P ’s should be trea ted  by a court as expert determ ina
tions of general policy w hich m ay be judicially  noticed by  the  court 
as “ legislative facts,” bu t w hich should not preclude the court from  
its own determ ination  upon particu lar “adjud icative facts.”49

T his flexibility of application is pa rticu la rly  essential in the  case 
of the  food G M P regulations, since those regula tions define “ insan i
ta ry  conditions,” w hereas the  A ct p roh ib its only those “ . . . insanitary 
conditions whereby [the food product] may have become contaminated 
with filth [etc.],” (emphasis added).50 The requirement of a reasonable 
possib ility  of con tam ination , etc., has been held essential to  the 
co n stitu tio n a lity  of the  In san ita ry  C onditions Provision of the Food 
D ru g  and  Cosm etic A ct in Berger v. U . .S'.51 I t  appears to  be the  kind 
of “adjud icative fac t” issue the  F T C  referred  to in the  C igarette  Trade 
R egulation  Rule opinion. E ach claim ant or defendant in an enforce
m ent action  should therefore have full opportun ity  to litigate  th is 
“ reasonable possib ility” in the  ligh t of the  specific practice or condi
tion  involved in his case, as a basic “adjud icative fa c t” issue as to 
w hich he is entitled  to  an individual hearing  by the Court. F u n d a
m ental considerations of fairness, and constitu tional due process, 
w ould seem to require no less. [The End]

19 T he D istric t C ourt for the E aste rn  
D istric t of N ew  Y ork  appears to tend 
tow ard  this type of trea tm en t of the 
pharm aceutical G M P regulations in 
JJ. S. v. Bel M ar Laboratories Inc., 284 
F. Supp. 875 (D C  NY , 1968). In  a 
p relim inary  decision on the adequacy 
of the inform ation, w hich apparen tly  
stated  the charge in the s ta tu to ry  lan

guage, the court referred  to the p h a r
maceutical GM P regulations as “inter
pretive regu la tions” w hich are “avail
able [to  the industry] for guidance” 
as to the m eaning of the broad s ta t
u to ry  language.

60 21 U. S. C. 342 (a)(4).
51 Berger v. U. S., see footnote 12, at 

821-822.
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Intensified Inspections— 
A Rule of Reasonableness

By V IN C EN T  A . KLEINFELD

The Following Article W as Presented at the Semi-Annual 
Meeting of the National Association of Pharmaceutical 
Manufacturers, in Washington, D. C. on January 29, 1969.
Mr. Kleinfeld Is a Member of the District of Columbia Bar.

AL L  O F  U S M U ST  BE A W A R E  by this tim e of the intensified 
inspections of d rug  estab lishm ents w hich have been, are being, 

or will be conducted in the fu tu re  by the Food and D rug  A d m in istra
tion (F D A ). T hese inspections have taken w eeks and in som e in 
stances m onths. FD A  inspectors come in to a p lan t and becom e one 
of the family— they stay  there and give periodic accounts of the con
ditions they  find w hich, in th e ir opinion, are im proper or inappropriate.

T his is a d istinct innovation and the next step, of course, may be 
th e  s ta tio n in g  of residen t inspectors in d rug  plants. A fter all, it can 
be argued  w ith  som e reason th a t if residen t inspectors are needed in 
m eat or pou ltry  estab lishm ents, w hy not in d rug  p lan ts?  In  fact, 
w hy not in any food factory? T he costs of these expansions will, of 
course, be trem endous, bu t we have long passed the po in t w here Con
gress is in terested  in these costs and the concom itant h igher prices to  
the consum er.

In  any event, let us be a little  bit conservative, if no t reactionary , 
and exam ine the legal au tho rity  for these intensified inspections. T he 
factory  inspection section of the Federal Food, D rug  and Cosmetic 
A ct m ust be relied on by the governm ent for its right to inspect and 
the scope and ex ten t of inspection. Both the  orig inal factory inspec
tion section, w hich w as a very  sa lu ta ry  p a rt of the A ct w hen it w as 
passed in 1938, and the revision of the  section enacted by C ongress in 
1953, a fter the orig inal section had been declared unconstitu tional by 
the Suprem e C ourt because of am biguity , w ere very  precise in provid-
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ing  for “reasonab le” inspections. T he section provides for the en try  
of inspectors “a t  reasonable tim es,” inspection “a t reasonable tim es,” 
and th a t the inspection m ust be “w ith in  reasonable lim its” and per
formed “in a reasonable m anner.” Each inspection m ust be com m enced 
and completed “with reasonable promptness.” Can it be reasonably said 
that an inspection which extends for weeks and months is being conducted 
“at reasonable times,” “within reasonable limits,” “ in a reasonable m an
ner,” and is being completed “with reasonable promptness” ?

The Criterion of Reasonableness
In  m y view, courts would not hold th a t an inspection ex tending 

for w eeks and m onths is authorized  by the  factory  inspection section 
of the s ta tu te . T he legislative h istory , as well as the explicit language, 
of the  factory  inspection section, reveals th a t Congress w as very 
deliberate  in crea tin g  the criterion  of reasonableness in inspections. 
F o r exam ple, C ongressm an W olverton , the sponsor of the  am ended 
section, s ta ted  th a t the purpose of the adoption of som e of in d u s try ’s 
objections “w as to p ro tect the righ ts of those whose prem ises are in 
spected and make certain  th a t the inspections should be conducted 
in a reasonable m anner . . . .” T he follow ing colloquy in the H ouse 
of R epresen ta tives is also pertin en t :

M R. C O L E : T he inspector could, if he w an ted  to, harass a cer
ta in  m anufactu rer ; he could con tinually  inspect and inspect. T here 
is no lim itation  on th a t under the bill.

M R. P R IE S T  : T here  are lim ita tions in w hat he m ay do, and I 
th in k  those requirem ents ra th e r considerab ly lim it the inspector, in 
add ition  to  the fact th a t it m ust be at a reasonable tim e and in a 
reasonable m anner.
A nd C ongressm an Beam er sta ted  :

All of these w itnesses w ere in favor of facto ry  inspection, but all who 
w ere connected w ith any type of m anufacture o r distribution  of food, drugs and 
cosm etics w ere hopeful th a t som e provisions of lim itations would be included 
in o rder to  p ro tect the m anufactu rer from  certain  practices of inspectors and 
o ther officials. I t  was for th is reason th a t the w ord “reasonable” w as applied 
to time, m anner, and lim it of inspection . . . .

F u rth e r, in H . R. R eport No. 708, 83rd C ongress, 1st Session, 
th e  H ouse of R epresen ta tives C om m ittee on In te rs ta te  and F oreign 
Com m erce pointed ou t th a t the am ended factory  inspection section 
w as “ in tended to  provide com pulsory, bu t lim ited, inspection au th o r
ity  . . . the  com m ittee is of the  opinion th a t . . .  it is im perative to
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lim it the pow er and scope of inspection to  be g ran ted  to the  Food and 
D ru g  A dm in istra tio n .”

T here  is one fu rth er im p ortan t lim itation  on the  inspection 
au th o rity  g ran ted  to  the  governm ent by the  F ederal Food, D rug  and 
Cosm etic A ct of 1938. In  1967, the  Suprem e C ourt of the U nited  
S ta tes rendered tw o im p ortan t decisions w hich bear d irectly  and de
cisively on the r ig h t and scope of factory  inspection by the  FD A .

In  one case, a hom eow ner, aw aiting  tria l on a crim inal charge 
of v io la ting  a city housing code by refusing  to  perm it a w arran tless 
inspection of his residence, sough t a w rit p roh ib iting  the  crim inal 
court from  proceeding on the  ground th a t the ordinance au tho riz ing  
the inspection w as unconstitu tional. A city  inspector had entered 
an apartm en t bu ild ing to  m ake a rou tine  annual inspection for pos
sible vio lations of the c ity ’s housing code. T he  m anager inform ed 
the inspector th a t the plaintiff, lessee of the  g round  floor, was using  
the rear of the  bu ild ing  as a personal residence. C laim ing th a t the 
bu ild in g ’s occupancy perm it did not allow residen tial use of the 
ground floor, the inspector dem anded th a t the plaintiff perm it an 
inspection of the prem ises. T he plaintiff, one of those unusual, rugged 
individualists, now so few in num ber, refused to allow the inspection 
because the  inspector lacked a search w arran t. H e w as then  pros
ecuted for hav ing refused to permit inspection. The Supreme Court held 
for the plaintiff, declaring that the city housing code, which authorized 
m unicipal officials to  en ter a private  dw elling w ith ou t a search w ar
ran t and w ith ou t probable cause, violated the F o u rth  A m endm ent to  
the C onstitu tion  of the U nited  S tates, which provides t h a t : “T he righ t 
of the people to  be secure in th e ir persons, houses, papers, and effects, 
against unreasonable searches and seizures, shall not be violated, and 
no W arran ts  shall issue b u t upon probable cause, supported  by O ath  
or affirm ation, and particu larly  describ ing the place to  be searched, 
and the  persons or th in gs to  be seized.”

T he Suprem e C ourt po in ted  out, as it has in m any cases, th a t the 
basic purpose of the A m endm ent is to  safeguard the  privacy and 
security  of individuals against a rb itra ry  invasions by governm ent 
officials, and th a t the A m endm ent “ th us gives concrete expression to  
a righ t of the  people w hich ‘is basic to  a free socie ty’.” T he C ourt re
fused to  hold th a t fire, health , and housing inspection program s are 
outside of the scope of the  A m endm ent.

T he Suprem e C ourt adverted  to  the  conten tion  th a t the  health  
and safe ty  of entire  populations is dependent upon enforcem ent of
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various codes and th a t the only effective m eans of enforcing them  is 
by rou tine  inspection of all physical struc tu res. B u t the C ourt re 
fused to  accept th is a rgum en t, s ta tin g  th a t the  question w as not 
w hether the inspections m ight be m ade bu t w hether they  m ight be 
m ade w ith ou t a search w arran t, and th a t it had no t been estab lished 
th a t the  inspection program s involved could no t achieve th e ir  goals 
w ith in  the confines of a reasonable search w arran t requirem ent. T he 
C ourt concluded by declaring  th a t such inspections (and th ere  is no 
doub t b u t th a t th is w ould include inspections under the F ederal Food, 
D rug  and Cosm etic A ct) are significant in trusions upon the in te res ts  
p ro tected  by the  F o u rth  A m endm ent and th a t such searches, w hen 
au tho rized  and conducted w ith ou t a w arran t, lack the trad itional 
safeguards w hich the  A m endm ent guaran tees to  the  individual.

T he Suprem e C ourt did hold, how ever, th a t it was not essential 
th a t search w arran ts  should issue only w hen the inspector possessed 
probable cause to believe th a t a particu lar dw elling contained viola
tions and th a t an en tire  area inspection m ight be authorized. T he 
Court stated that in determ in ing  w hether there  is probable cause to  
issue a search warrant, the need for the inspection m ust be w eighed 
in te rm s of the  reasonable enforcem ent goals, and th a t probable 
cause to  issue a w arran t exists in the  event reasonable legislative o r 
adm in istra tive  s tan dards for conducting  an area inspection are sa tis 
fied w ith  respect to  a particu lar dw elling. T he C ourt pointed ou t th a t 
such standards, w hich will vary  w ith  the  particu lar governm ental 
program  being enforced, m ay be based upon the passage of tim e, the 
nature of the building, or the condition of the entire area, but they will 
no t necessarily  depend upon specific know ledge of the condition of 
the particu la r dwelling.

T he Suprem e C ourt stressed reasonableness, and held th a t the 
w arran t procedure w as designed to g u aran tee  th a t a decision to  search 
private  p rop erty  is justified by a reasonable governm ental in terest 
and th a t if a valid public in terest justified a proposed inspection then  
there  w as probable cause to  issue a “su itab ly  restric ted  search w ar
ran t.” T he use of the  last four w ords is particu larly  pertinen t.

In  a com panion decision, decided by the  Suprem e C ourt on the 
sam e day, a defendant sought reversal of his conviction for hav ing  
refused to  perm it a rep resen ta tive  of the C ity of S eattle  F ire  D ep art
m ent to  en ter and inspect his locked com m ercial w arehouse w ithou t 
a w arran t and w ith o u t probable cause to  believe th a t a violation of 
any m unicipal ordinance existed. T he C ourt reversed the conviction,
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ho ld ing  th a t adm inistra tive  entry , w ith ou t consent, upon portions 
of com m ercial prem ises w hich are no t open to the public m ay only 
be constitu tionally  com pelled w ith in  the fram ew ork of a search w ar
ran t procedure. T he C ourt s ta ted , in p a r t :
. . . a search of private houses is presum ptively unreasonable if conducted 
w ithout a w arran t. T he businessm an, like the occupant of a residence, has a 
constitu tional rig h t to go about his business free from  unreasonable official 
en tries upon his p rivate com m ercial property . T he businessm an, too, has th a t 
right placed in jeopardy if the decision to  enter and inspect for violation of 
regu la to ry  laws can be m ade and enforced by the inspector in the field w ithout 
official au thority  evidenced by a w arran t.

I t  is in te restin g  to  note, also, th a t a U n ited  S tates C ourt of 
A ppeals held recen tly  th a t d rug  repackers w ho had perm itted  an 
inspection of th e ir  fac to ry  did not w aive th e ir p rotection  under the 
F o u rth  A m endm ent to  refuse an F D A  inspector access to th e ir 
records of receipt and d istribu tion  of p rescrip tion  drugs, and th a t the 
protection  of the A m endm ent against unlaw ful search and seizure 
applies to  d rug  records as well as d rug  factories. T he C ourt s ta ted  
th a t, since the notice of inspection presented  by the inspector did not 
au thorize an inspection of the records, the repackers, by perm ittin g  
a factory inspection, did no t waive th e ir r ig h t under the  F o u rth  
A m endm ent to refuse an inspection of their records. The Court pointed 
out that, even though the factory inspection section of the  F ederal 
Food, Drug and Cosmetic Act permits an inspection of certain  records 
dealing w ith  prescrip tion  drugs, the  Suprem e C ourt ru lings I have 
referred to estab lish  the principle th a t the confines of a search m ust 
be delim ited by designating  the needed docum ents in a search w ar
ran t if the dem and for the  docum ents has been refused. T he C ourt 
concluded th a t, since the  refusal was protected  by the F o u rth  Amend
m ent and the repackers had no t waived th a t protection , the  criminal 
convictions of the d rug  repackers for th e ir refusal to  perm it inspec
tion  of th e ir prescrip tion  drug  records had to  be reversed.

I t is clear, therefore, th a t as a m atte r of constitu tional law  an 
F D A  inspector m ay be denied the righ t to en te r and inspect a d rug  
estab lishm ent unless and un til he obtains a search w arran t. T his is 
not to say, by any m eans, th a t the inspector should be denied en try  
w hen he seeks to inspect under the factory  inspection section of the 
Act. No one. in m y opinion, can reasonably  disagree w ith  the  neces
sity  of reasonable factory  inspections if the F D A  is to  adm inister 
and enforce the F ederal Food, D ru g  and Cosm etic A ct effectively and 
perform  its du ty  to  p ro tec t the  consum er. O ne of the  m ore im p ortan t 
accom plishm ents of the  1938 A ct w as the  provision for factory  inspec
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tion. B u t w hether an inspection of w eeks and m onths is reasonable 
or necessary  for effective enforcem ent of the s ta tu te  w ould indeed 
appear to  be debatable. C ertainly , the  F D A  has appeared to  have 
go tten  a long quite well since 1938 in the  unintensified inspections 
w hich have been m ade up to  the present.

In  m y opinion, the Suprem e Court, in abolish ing (in the deci
sions I have m entioned) the d istinction  betw een crim inal searches 
and searches such as those involved in the factory  inspection section, 
w as correct, since the pro tection  of privacy w as the essential reason 
for the  provision of the F o u rth  A m endm ent w ith  respect to search 
w arran ts . I feel th a t we cannot differ w ith  the  Suprem e C o urt’s 
s ta tem en t th a t “ it is surely  anom alous to  say th a t the individual and 
his private  p rop erty  are fully pro tected  by the F o u rth  A m endm ent 
only w hen the individual is suspected of crim inal behavior.” I can
not quarrel, how ever, as som e have done, w ith  the  Suprem e C o urt’s 
proposal of a new stan dard  for adm in istra tive  inspections while re
ta in in g  the trad itional s tan dard  for crim inal searches. A pparently , 
under the standard for administrative inspections such as those under 
the factory  inspection section of the  1938 A ct, the inspector w ould 
no t be required  to have probable cause to believe in all instances th a t 
a specific vio lation  of the s ta tu te  actually  exists.

The Basis for Issuing Search W arrants
W h at can we conclude, therefore, w ith  regard  to these in ten si

fied inspections? As I review  the situation , it is clear th a t the basic 
criterion  is reasonableness. M ore im p ortan t than  m y opinion, of 
course, is the constitu tional requirem en t in the  F o u rth  A m endm ent 
th a t search w arran ts  are required  and th a t they  be issued only upon 
probable cause under the  circum stances and in the  adm inistra tive  
s ituation  involved. I find it m ost difficult indeed to believe th a t, in 
the ord inary  typical situation , the  cou rts  w ould g ran t a search w ar
ran t prov id ing  for an inspection of m any weeks or m onths and un 
lim ited in scope, ex ten t, and character.

S im ilarly, w hen inspection is dem anded and g ran ted  on the basis 
of a notice of inspection under the  factory  section of the  F ederal 
Food, D rug  and Cosm etic A ct, the inspection m ust be conducted in 
a reasonable m anner and concluded w ith in  a reasonable period of 
tim e. If not, in m y view, fu rth er inspection m ay be refused.

O ne fu rth er po in t is w o rthy  of consideration . E veryone, includ
ing the  Suprem e C ourt, ta lks b lithely  of ob ta in ing  a search w arran t.
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T h e  F ederal R ules of Crim inal P rocedure se t forth  w ith  specificity 
th e  grounds upon w hich a search w arran t m ay be secured. U nder 
the  rules, the  F D A  w ould be required  to  show probable cause to  the 
C o urt th a t p roperty  w hich is p resen t in a p lan t is “designed or in
tended for use or w hich is or has been used as the  m eans of com- 
m iting a criminal offense.” This would appear to be a difficult under
tak ing. T h is w as pointed ou t by the  F D A  in a s ta tem en t by  the  then  
C om m issioner to  the  H ouse of R epresen ta tives C om m ittee on In te r 
state and Foreign Commerce in 1953. T he C om m issioner sta ted  in p a r t :

T he G eneral C ounsel’s Office of the D epartm en t advises us th a t there are 
clear congressional precedents for inspections of the  type we proposed without 
the necessity of a  search w arran t. F or exam ple, 26 U nited  S ta tes  Code 3601, 
originally  enacted a g rea t m any years ago, au thorizes in te rna l revenue inspec
tors to en ter any establishm ent w here articles subject to tax  are  made, produced, 
o r kept, for the purpose of exam ining such articles.

E xam ples from  legislation adm inistered  by the D epartm en t of H ealth , 
E ducation, and W elfare are sections 351(c) and 361(a) of the Public H ea lth  
Service Act. Section 351(c) au thorizes any officer, agent, or employee of the 
D epartm en t, w ho has been au thorized for the purpose by the Secretary , to 
en ter and inspect during  all reasonable hours any establishm ent for the p ropa
gation  or m anufactu re and p reparation  of any virus, serum , toxin, an titoxin , o r 
analogous product for sale, barter, or exchange in the D istric t of Colum bia, or 
to be transp o rted  in in te rsta te  or foreign com m erce. Section 361(a) au thorizes 
the Surgeon G eneral to provide for inspection in the enforcem ent of the in te r
sta te  and foreign quaran tine regulations.

A requirem ent th a t inspection be conditioned on our obtain ing a search 
w a rran t would largely  defeat the purpose of inspection. T h e delay incident 
to this procedure would thw art enforcem ent. And in m any instances we would 
be unable to m ake the “probable cause” show ing necessary  to have the w arran t 
issued. Rule 41, Federal Rules of C rim inal P rocedure, would require us to 
show th a t the factory , establishm ent, o r vehicle sought to be inspected w as 
“designed or intended for use or . . .  is o r has been used as the m eans of 
com m itting  a crim inal offense” before we could obtain  a search w arran t. Since 
m anufactu re of m isbranded or adu ltera ted  drugs is not itself ordinarily  an 
offense under the Federal Food, D rug, and Cosm etic Act, such a show ing would 
be a practical im possibility in m ost cases.

Permission to Inspect
In  m y opinion one cannot be com pelled, as a m atte r of law, to  

p erm it an  inspection of m any weeks or m onths. W h a t is sough t by 
th e  governm ent, therefore, is inspection for w hich perm ission is 
vo lun tarily  g ran ted . As a m a tte r  of policy, it appears to  me th a t an 
intensified inspection m ay serve an extrem ely  useful and educational 
purpose in m ost instances and, as long as it is conducted in a reason
able m anner, should be perm itted . [The End]
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